COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 24.11.2025 N2 29215

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “0%)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

3onenponar-Tesa, 4 Mr/5 M, KOHIIGHTPAT JAJIsl IPUTOTOBJICHUS pacTBOpa Ui HHPY3HiA

2. KAYUECTBEHHBINA U KOJJMYECTBEHHBIN COCTAB

JleiicTByto111ee BEIIECTBO: 30JIEAPOHOBAS KUCIIOTA.

1 MJT KOHIIEHTpATa JJIsl IPUTOTOBJICHUS pacTBOpa it HHPY3wid coaepkut 0,8 MT 3071 ApOHOBOI
KHCJIOTHI (B BU/IE MOHOTHIPATa).

Kaxxnprit dhakoH 5 Mi1 COTEpKUT 4 MT 3071 APOHOBOM KUCIIOTHI (B BUIE MOHOTHIPATA).

[TonHbIi IepeyeHb BCIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B pazjerie 6.1.

3. JEKAPCTBEHHAS ®OPMA
KoH1eHTpar aJist mpuroToBiIeHUs pacTBOpa JIsl HHDY3HiA.

[Tpo3paunblii OECIIBETHBII pacTBOP.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Tpenapat 3oneaponar-TeBa noka3zaH K IPUMEHEHUIO Y B3POCIIBIX.

o MertacTa3sl B KOCTH IPU 3JI0KAUECTBEHHBIX COJMIHBIX OMYXOJSIX (pak HpeacTaTesbHON
JKeJe3bl, paK MOJIOYHOM JKeJIe3bl U IPYTHe) U MHOKECTBEHHAs! MUEJIOMa, B TOM YHCIIE JUIS
CHIDKEHHMsS] pPHUCKAa T[IaTOJOTMUYECKUX IEepPeIOMOB, KOMIIPECCHU CIHUHHOIO  MO3ra,
TUIEPKAIBLUEMHH, O0YCIIOBIEHHON OMYyXOJbIO, U CHUKEHHUS NOTPEOHOCTH B MPOBEIEHUH
JTy4EeBOH Tepanuy WM ONePaTHBHBIX BMEIIATEILCTB Ha KOCTH.

o l'unepkaneimemus, 0O0yCIOBICHHAs 3JIOKAYECTBEHHBIMU  OIyXOJISIMH  (CO/IEepKaHHe
anbOyMUH-KOPPEKTUPOBAHHOTO KaJIbLIUs B CBIBOPOTKE KpoBU > 12,0 mr/nn [3,0 Mmonb/m]).

4.2. PexxuMm 103MpPOBaHus U CNIOCO0 MPUMEHEHUSs

[Tpenapat 3onenponar-TeBa 10MKEH BBOAWUTH TOJBKO KBATU(HUIMPOBAHHBIA METUIIMHCKUN

MIEPCOHAJI C OMBITOM BHYTPUBEHHOTO BBeNIeHUs Onuchochonaros.

PexxuM 103upoBaHus

Memacmas3vl 6 Kocmu npu 310KA4eCMBEHHBIX COTUOHBIX ONYXOJIAX U MHONCECMBEHHASL MUETIOMA Y
63DOCAbIX U NAYUCHINOE NOACUTI020 603DACA

Pexomennyemas no3a cocrasisieT 4 Mr kaxple 3-4 Henenu. CiiefyeT TONOIHUTEIbHO IPUMEHSTh
KaJplIMi BHYTpb B 03¢ 500 mr B cyTku 1 BuTamuH D B n03e 400 ME B cyTku.
T'unepkanvyuemusl, 00yci081€HHAS 310KAYECNBEHHLIMU ONYXOAAMU, Y 63POCAbIX U NAYUEHIMOE

noJHCU020 so3pacma
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[Tpu runepkanbiieMun (CKOPPEKTUPOBAHHOE T MB6VMH&:CEE¢%;<%EJ%%ISI E:éﬁ:}ég)'é(:')me

KpoBH >12 Mr/am wim 3 MMOIB/J) PeKOMEHIyemas OJHOKpPAaTHO BBOAMMAS J03a Ipernapara
cocramsieT 4 mr. [lepen ninm Bo BpeMst HHPY3HuH clieAyeT 00eCeUnTh aIeKBaTHYIO THAPATAIIIO
MaIMeHTA.

Oco0nlie I'pYHOIIbl TAalMEHTOB

Tayuenmei ¢ HapyweHuem hyHKyuu novex

Tunepkanvyuemus, 06VCJZO€JZ€HHCI}Z 3/I0KAYEeCMBEHRHbIMU ONYXOJAMU

[TanineHTaM C KOHIIGHTpaIMeld KpeaTMHHWHA B CHIBOPOTKE KpoBU MeHee 400 MKMOJIB/JT WU
< 4,5 mr/nn He TpeGyeTcs KOPPEKINH PeKUMa JO3HUPOBAHUS.

Memacmaswvl 6 Kocmu npu 310KA4ECMBEHHbIX CONUOHDBLX ONYXOJIAX U MHOMCECMBEHHAA MuUejiloma

[lepen HayamoM Tepanmuy MPEMapaToM y BCEX MAIMEHTOB CJEIYET ONPENeIUTh KOHIIEHTPAIIUIO
KpeaTHHHHA B CBIBOPOTKE KPOBU M KimpeHca kpearnHuHa (KK).

Jlo3a npenapara 3oienpoHar-TeBa 3aBUCUT OT UCXOIHOT'O KIIMPEHCA KpEeaTHHUHA, PACCUUTAHHOTO
no dopmyne Kokpodra-I'onra. IlpoTuBOmOKa3aHo mNpuUMEHEHHUE IMperapaTa y IalueHTOB C
HapymeHnsIMA (YHKIWU TOYEK TSDKEIOM cTeneHu (KiupeHc kpeatmHuHa <30 mur/MuH) (CM.
paznmen 4.3.).

Pexomenryemble 10361 Y NAIMEHTOB C HapylIeHueM (DyHKIUY ITOYEK JIETKOIM U CpeaHel cTerneHu

TSOKECTH (3HaYeHHUs KIupeHca kpeatuHuHa 30-60 Mi1/MHUH) TPUBEICHBI HIDKE.

Hcxoanoe 3HaueHne KIUpeHca Pexomennyemasi 103a npenapara 30JieipoHAT-
KpeaTHHUHA (MJI/MUH) TeBa
>60 4,0 Mr (5 MJI KOHIIEHTpATa)
50-60 3,5 Mr (4,4 M KOHIIEHTpaTa)
40 - 49 3,3 Mr’ (4,1 M KOHIIEHTpaTa)
30-39 3,0 Mr” (3,8 MJI KOHIIEHTpATa)

“Jlo3bI GBUIH paccyMTaHBl HCXoms M3 renesoro suadennss AUC 0,66 (Mr-u/m) (3HadeHme KiMpeHca
KpeaTMHMHA 75 ™i/MuH). OXHIAeTCs, YTO CHUIKCHHBIC JO3bI Ui MAIMCHTOB C IOYCYHOMH
HEAOCTATOYHOCTBIO JOCTUTHYT TOT'O KE AUC, YTO U 'y NallUC€HTOB CO 3HAYCHHEM KIIMPCHCA KPCAaTUHHWHA
75 Mi1/MUH.

Ilocne Hauvana Ttepanuu CIELYEeT NPOBOAUTH OIPEIACICHUE KOHLEHTPALUMU KpeaTUHUHA B
CBIBOPOTKE KPOBH II€pe] BBEICHUEM Ka)KI0M NOCIEAYIOUIEN 1036l penapara. [Ipu BeisiBIeHUN
HapyuieHuss (QYHKIMM TIOYeK OdYepeJHOe BBeJeHuEe IMpernapata 3osenpoHaT-TeBa ciemyer
OTJIOKUTh. B KIMHUYECKHX HCCIENOBaHUAX YXyAlleHne (QYHKIUU TIOYeK OMNpeelisin

CIIETyFOIIIIM 00pazoM:
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MY OTUYETY
E

HOpMBI (< 1,4 mr/mn win < 124 MKMOJB/T) - yBeIMUEHHWE KOHIIEHTPAIIMM KpPEaTUHWHA B
CBIBOpOTKE KpoBH Ha 0,5 M1/t ninm 44 MKMOJIB/JI;

. y MalMEeHTOB C OTKJIOHEHUSIMU UCXOHON KOHIICHTPALIUU KPEATUHHUHA B CHIBOPOTKE KPOBU
0T HOpMBI (> 1,4 Mr/mn wim > 124 MKMOIIB/1T) - yBeTMYEHUE KOHIIEHTPAIIMN KPEaTHHHHA B
CBIBOPOTKE KpoBH Ha 1 Mr/mi wim 88 Mkmodb/i1. Tepanuro npenapatom 3oienpoHar-Tesa
BO300HOBJISIIOT TOJIBKO TOCJE TOrO, KaK KOHIIGHTpAlMs KPEaTMHUHA B CHIBOPOTKE KPOBU
JIOCTUTaeT 3HaueHuil B ipeaenax £10 % oT ucxoaHO#, B TOM ke 103€, KOTOpasi IPUMEHSIIACh
JI0 TIpEepBIBAHUS JICUCHHUSI.

eTH
be3onacHocTh 1 3dpexTuBHOCTS Ipenapara 3oieaponar-Tesa y aereit B Bo3pacte ot 0 1o 18 ser
HE YCTaHOBJIEHBI. JlaHHbBIE OTCYTCTBYIOT.

Cnoco0 nnpuMeHeHus

[Ipenapat 3onenpoHar-TeBa He PEKOMEHAYETCS CMEIIMBATh C PACTBOPAMH, COJAEP)KAIIUMHU
KanplUil WU JpYyrue [BYXBaJICHTHbIE HWOHBI (Hampumep, pactBop Punrepa). IIpemapar
3onenponar-TeBa cienyeT BBOAUTh BHYTPUBEHHO KaleabHO, B TE€YCHHE HE MeHee 15 MUHYT, He
CMEIINBasi ¢ APYTUMH IPErapaTaMH.

Crnemyer CKOPpEeKTUPOBATh ACTHAPATAIMIO Yy MAUEHTOB (IPU €€ HAJMYWHU) Nepes BBEACHUEM
npemnapata 3oneapoHar-Tesa.

WHucTpyKLMu 10 pa3BeeHUIO JIEKapCTBEHHOT'O Mpernapara nepes IpuMeHeHHeM CM. B paszene 6.6.
4.3. TlporuBomoxkazaHus

['unepuyBCTBUTENHHOCTD K 30JIEJPOHOBOM KUCIIOTE, IPYruM OucdochoHaTaMm Uiu K JT000MY U3
BCIIOMOTATENbHBIX BELIECTB, IEPEUNCIIEHHBIX B pa3zee 6.1.

Hapymenne GpyHkmy noyek TsSxENOM creneHu (KupeHe kpeatnHuHa < 30 MII/MUH).
bepeMeHHOCTh ¥ MepHUO.T TPYIHOTO BCKAPMITHBAHUS.

4.4. OcoOble ykazaHusl 1 Mepbl NPeI0CTOPOKHOCTH NIPH IPUMEHEHUH

[Tepen nndysueit cnenyer yoenuTbes B afileKBaTHOM TuapaTanuu namnuenTa. [Ipu HeoOxonumoctu
pexomenayercs BeeneHue 0,9 % pactBopa HaTpus XJopuia INepel, MapajuleIbHO WIK TMocie
uH(py3un mnpenapata 3oneaponar-TeBa. CnemyeT wu30erarb THUIEpPrujparaldd H3-3a pHUCKa
BO3HHUKHOBEHUS OCIIO)KHEHHH CO CTOPOHBI CEPJICUHO-COCYAUCTON CHCTEMBI.

[Tocne BBeneHus mpemnapata 3onenpoHar-TeBa HEOOXOIUM MOCTOSTHHBIM KOHTPOJIb CONECPKAHUS
KabIUs (CKOPPEKTUPOBAHHOTO TI0 AIbOYMHHY), (hocdopa, MarHus U KOHIIEHTPAIIUU KpeaTHHUHA
B CHIBOPOTKE KpoBH. [IpH pa3BuTHH runokaiblueMuu, TunodochareMun Uil TUIIOMArHUEMUU
MOXET BO3HHUKHYTH HEOOXOJMMOCTh B KPAaTKOBPEMEHHOM JIOTIOJHHUTEIBHOM BBEICHUU

COOTBETCTBYIOIIUX BEHIECTB. Y MAIMEHTOB C HEJIEYEHHOW TMIEPKAIBIMEMUEH, KaK MPaBUIIO,
3
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MY OTUYETY
E

IMOYCK y NallCHTOB ﬂaHHOﬁ KaTCropmu.

IIpu pemennu Bonpoca o JIeueHUH! IpenaparoM 3oie1poHar-TeBa y NareHTOB C METaCTa3aMU B
KOCTH C IENbI0 CHIDKCHHUSI PHCKA MATOJIOTHYECKUX MEepPeIOMOB, KOMIIPECCUH CIIMHHOTO MO3Ta,
THIIEPKAIbLIUEMUN, OOYCIIOBICHHON OIyXOJbl0, W CHIKCHUS HOTPEOHOCTH B MPOBEICHUU
J'Iy‘-ICBOfI TCPpaIIu WA ONCPAaTUBHLIX BMCHIATCIILCTB HA KOCTH, CIICAYCT IPUHUMATh BO BHUMAHUC,
4TO TepaneBTHUecKuil 3pdekt Hactymaer uepes 2-3 mMecsla mociie Hayaa JICYCHUs IpenapaToM.

Hapynienue d)VHKHI/II/I IIOYCK

HmeroTcs oTAenbHBbIE COOOLICHMS O HApPYUIEHMH (QYHKIUM IHOYeK Ha (hoHe IHpUMEHEHMs
oucdochonaro. K ¢dakropam pucka BO3HUKHOBEHHUS TIOJOOHBIX OCIOXHEHHA OTHOCSTCS
JeruapaTanus, NpPeIIecTByIollee HapylleHne (QYyHKIUHM T0YeK, MHOTOKPAaTHOE BBEICHHE
npenapata 3onexpoHar-TeBa wnuM  Apyrux OuchocpoHaToB, a TakkKe MPUMEHEHHE
HE(PPOTOKCUYHBIX JIEKAPCTBEHHBIX CPEJICTB U CIIMLIKOM ObICTpOe BBeZieHHe npenapara. HecmoTps
Ha TO, YTO PHCK BBIIICONMCAHHBIX OCIOKHEHUI CHUKAETCS IPU yCIOBUU BBEACHUS Iperapara B
7103€ 4 MT B Te€UCHHE HE MeHEee |5 MUHYT, BO3SMOKHOCTD HApYIICHUS (DYHKIIMH TOYEK COXPAHSIETCS.
OTmeyanuch cilydau yxXyAlleHHs (YHKLUMHU IOYEK, MPOrpecCUpOBaHUs HapylleHHs (yHKIUU
[OYEK BIUIOTh JIO BO3HUKHOBEHHUS IIOYEYHOM HEJOCTAaTOYHOCTHM M  BO3HUKHOBEHUS
HEOOXOIMMOCTH B MPOBEICHUN TeMOAMAJII3a IPU MEPBOM WIIH OJHOKPATHOM MPUMEHEHUH 4 MT
30JIEIPOHOBOM KUCJIOTHI.

[ToBbllIeHNE KOHLEHTPAIIMM KpeaTUHNUHA B CBIBOPOTKE KPOBU TAaK)Ke HAOJIO1aeTCsl Y HEKOTOPBIX
NalMEeHTOB PHU JAJIUTEIBHOM IIPUMEHEHUH IpenapaTa B peKOMEHIyeMBIX J103aX, XOTs C MEHbIIIEH
YaCTOTOM.

Crnemyer mpoBOAMTH OIpe/iesieHIE KOHIIEHTPAIIUH KPeaTHHUHA CHIBOPOTKH KPOBHU TIEPET KK IbIM
BBEJICHUEM IIpernapara. Y MalMeHTOB C HapylleHHeM (YHKLUUHU MOYeK JIETKOW M yMepeHHOH
CTETIEHU C MeTacTa3aMH COJIMJHBIX 3JI0KAUECTBEHHBIX OMYyXOJeH B KOCTH M MHOXXECTBEHHOM
MHUEIOMOM PEeKOMEHIyeTcs MpUMeHeHue 0oJiee HU3KOM CTapTOBOM /1036l MpenapaTa (CM. pas3aen
«Cnoco6 npuMeHeHus: U 103bl»). [Ipy BBIIBICHUM NPU3HAKOB HApyIIEHUs (PYHKIMM MOYEK Ha
¢doHe Tepamuu mpenapaToM JIYEHUE CJelyeT BO30OHOBIATH TOJBKO IOCIE TOT0, Kak
KOHIIEHTpAaLUsl KpeaTHHUHA JI0CTUTaeT 3HaueHuil B mpeaenax +10% oT ucxo HON BEIMYHMHBI (CM.
pazznen «Crocod mpuMeHeHus: U 10361»). [IprMeHeHne npenapaTta y MaieHToB ¢ HapyIeHHeM
(GYHKIAY TIOYEK TSHKEIION CTETIEHH MPOTHUBOITOKa3aHo (cM. pasnen «[IpoTruBomoka3zaHwms»).

[IeueHOYHAs HEAOCTATOYHOCTD

Crnenyer cobmofaTh OCTOPOXKHOCTh MPU NMPUMEHEHUH y MAIlMEHTOB C HapylIeHHEM (QYHKIUU
MIEYECHU TSKEJION CTETEeHU B CBSA3M C OIPAaHMYEHHOCTHIO JAHHBIX [0 MPUMEHEHUIO Ipernapara y

MalUEHTOB JJAHHOW KaTErOpHH.
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Ocmeonexpos ueniocmu

Omnwucanbl ciy4an OCTEOHEKPO3a YENIOCTH, B OCHOBHOM Yy TAlMEHTOB C OHKOJOTHYECKUMHU
3a0oneBaHusMH Ha (oHe JieueHus OuchocdoHarammu, B TOM YHCIIE 30JICAPOHOBON KHCIOTOM.
MHorue 13 Takux MaIeHTOB MOJyYalld OJHOBPEMEHHYIO TEPAIHIO TNIFOKOKOPTHKOCTEPOUIaMHU
WIA XUMHOTEpanuoo. Y MHOTUX MAalMEHTOB UMENN MECTO MPU3HAKH MECTHOTO MH(EKIHMOHHO-
BOCTIQJIUTEIHHOTO MPOLIECCa, BKII0YAsi OCTEOMUEIIHUT.

B kimHW4Yeckoil mpakTUKe HauMOOoJiee YacTO PAa3BHTHUE OCTEOHEKPO3a YEIIOCTH OTMEYalloCh Y
NAIMEHTOB C PaCHpOCTPAHEHHBIM PAKOM MOJIOYHOM KeJie3bl U MHEIIOMHOW OOJIE3HBIO, a TaKKe
IpU HaJMYMKd CTOMATOJIOTUYECKUX 3aboyieBaHmii (Tocie yaaneHus 3y0a, mpu 3a00JIeBaHUIX
MapojIOHTa, HEYJAOBICTBOPUTEIILHON (uKcamuu 3yOHBIX MpoTe30B). M3BeCTHBIMU (akTOopamMu
pHCKa OCTEOHEKPO3a YCITIOCTH SBJISIFOTCS PaK, OJHOBPEMEHHasl Tepanus (XUMUOTEpaIIus, TydeBast
Teparus, aHTHAHTUOTCHHBIC MPETapaThl, TITFOKOKOPTUKOCTEPOU/IBI), COITYTCTBYIOIIHE COCTOSIHHS
(aHeMus1, koaryionatuu, WHQEKIUs, MPEAIISCTBYIONIee 3a0ojeBaHue IMONIOCTH pTa). llepen
npuMeHeHneM Ouc(ochoHATOB y MAIMEHTOB C OHKOJOTWYECKMMH 3a00JICBaHUSAMHU CIETYET
IPOBECTU CTOMATOJIOIMYECKOE O00CIICIOBAHUE U BBITIOJIHUTH HEOOXOIUMbIC TPOQPHIAKTHICCKUE
IPOIIETyPBI, @ TAKKE PEKOMEH/I0BATh CTPOTOE COOJIIOICHNE TUTUEHBI TIOJIOCTH PTA.

Bo Bpems seuenust 6uchochonaraMu cieyer 1Mo BO3MOKHOCTH M30eraTh CTOMATOIOTHYSCKHX
MHBA3UBHBIX BMENIATENHCTB. Y IMALMEHTOB C OCTEOHEKPO30M YENOCTH, BO3HHUKIIEM Ha (oHE
Tepanuu OuchochoHaramu, NMPOBEICHHE WHBA3UBHOTO CTOMATOJOTHYECKOTO BMEUIATEIhCTBA
MOYET CIIOCOOCTBOBATh YXYALIEHUIO COCTOSIHMA. HeT naHHBIX, 4TO MNpephlBaHUE JIEYECHUs
oucdochonaTaMu mnepes MPOBEICHUEM CTOMATOJIOTHYECKOTO BMEIIATENIbCTBA CHUKACT PHCK
OCTEOHEKpo3a uemocTh. [lmaH nedeHus KOHKPETHOTO IallMeHTa JIOJHKEH OCHOBBIBATHCS Ha
WH/IMBUYaIbHOM OIIEHKE COOTHOILIEHUS PUCK/TIOJIb3A.

Omnucanbl cily4ad OCTEOHEKPO3a MHOW JIOKalIM3alluy, B T.4., TA30BOM KOCTH, OEIpeHHON KOCTH,
HApy>KHOTO CI[yXOBOTO KaHajla, B OCHOBHOM Yy B3pOCIBIX MAaI[IEHTOB C OHKOJIOTHYECKUMHU
3a00JI€BaHUSIMH, MTOJTYUYAIOIINUX Tepanuio ouchochoHaTamMu, B T.4. 30JI€APOHOBYIO KUCIIOTY.
Ocmeonexkpos opyeoti 1oKaiuzayuu

Coob1manocs 00 0OCTEOHEKPO3€ HAPYHKHOTO CIYXOBOTO KaHasa Mpu NpUMeHeHnH 6rcdocdoHaToB
TJIaBHBIM 00pa3oM B Cilydae JUIMTEeNbHOW Tepanuu. K BO3MOXKHBIM (pakTOpaM pHCKa pa3BHTHS
OCTEOHEKpPO3a Hapy)KHOTO CIYXOBOTO KaHaja OTHOCSAT  HCIOJBh30BaHUE CTEPOMIIOB,
XUMHUOTEPANHIO W/UIN MECTHbIe (haKTOpHI PUCKa, Takue Kak uHpexus unu tpaBma. Cremyer
paccMOTpeTh BO3MOXKHOCTb PAa3BUTHUSI OCTEOHEKPO3a HAPY>KHOT'O CIIyXOBOI'O KaHajla y allueHTOB,

nosrydaronux 6uchocoHaTsl, ¢ 3a0071€BaHUAMH yXa, BKJIIOUas XpOHUYECKHE HH(EKIINH.
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Oenpo u OeAPEeHHYI0 KOCTh, O KOTOPBIX COOOINAIOCh MPEUMYIIECTBEHHO Y B3POCIBIX OOTBHBIX
PaKOM, TIOJTY4aBIINX 30JICIPOHOBYIO KHUCIIOTY.

ATHIIMYHEIC IEPEJIOMEL 6CHDCHHOﬁ KOCTH

Onucanpl ciy4ad BO3HMKHOBEHHUS aTUIIMYHBIX IOJBEPTENIBHBIX M JUa(pU3apHBIX MEPEIOMOB
OenpeHHON KOCTH y MAIMEeHTOB, JIUTEIHLHOE BpEeMs MOTyYaloLHX JiedeHue oucpochonaramu mo
OBOAY ocTeornopo3a. [lonepeunbie Ui KOPOTKHE KOCHIE MEPEIOMbI MOTYT JIOKAIH30BaThCS B
1r000M MecTe Ha MPOTHKEHUH OSIPEeHHOM KOCTH OT MaJIOro BepTelia 0 HaJAMBIIIEIKOBOMN SIMKH.
OnucaHHble IEPeIoMbl BO3HHUKAIOT I10CJIE€ MHUHMMAJIbHOH TpPaBMbl MM CaMOIPOM3BOJIBHO.
HekoTopble manueHTHl UCTBITHIBAIOT 00K B OeApe WM B IMaxy, 4acTO COMPOBOXKAAIOLIHECS
NPU3HAKAMU CTPECCOBBIX IEPEIIOMOB IO PE3yJIbTaTaM BHU3YAIM3HPYIOIMX JAUArHOCTHYECKUX
UCCIIEIOBaHUM, KOTOpPBIE BO3HUKAIOT 32 HEJIENIU U MECALbI 10 PA3BUTHS MTOJIHOTO (3aBEPILIEHHOTO)
nepenoma OenpeHHoi koctu. Hepenko meperaoMbl BO3HMKAKOT ¢ 00€MX CTOPOH, IMO3TOMY IpHU
BO3HMKHOBEHUH IiepejoMa OEIpeHHOW KOCTH Yy TAalHMeHTa, [OJYYarollero Teparuio
oucdochonaramu, ciaemyer mpoBecTH OOCICIOBaHWE KOHTpaIaTepaibHON OCIPEHHON KOCTH.
Coo01manocs TaKxe 0 MEIJICHHOM 3a)KUBJIEHUU (CpacTaHUM) 3TUX MEPeoMOB. bbltu momyyeHbl
cooOuieHns 00 aTUMMYHBIX MepesoMax OeJpeHHON KOCTU y MAalUeHTOB, MOJIyYaBIINX JEUCHHUE
30JIEAPOHOBOM KHCIOTOW, OJHAKO MPUYMHHO-CIEICTBEHHAs! CBSA3b ATHX IEPEIIOMOB C TEpaIrue
30JI€IPOHOBOI KMCIIOTOM HE OblIa ycTaHOBJIEHA. PellieHue o npekpaiieHuy Tepanuy npernapaTom
3onenponar-TeBa y manueHTOB ¢ MOJO3PEHUEM HA aTUIUYHBINA MepesaoM OelpeHHOW KOCTH A0
IpOBE/IEHUs] 00CIeI0BaHMsl JOHDKHO OCHOBBIBATHCS HA MHAMBUIYATIbHOH OIlEHKE COOTHOLICHUS
0’KU/Ta€MOM TIOJIB3bI K BO3MOYKHOMY PHCKY.

[TareHTOB, MOMYYaIONIMX TEPAIUIO MpermapaToM 3oieapoHar-TeBa, cleayeT IpeaynpeauTb O
HE00XOIMMOCTH COOOIIaTh MEAUIIMHCKOMY MEPCOHANY O JIF0OBIX 00X B Oelpe MM MaxoBOH
001aCcTH; KaXIbl MAalMEHT, NPEAbABISIONIMNA Kado0bl Ha TaKUE CHMITOMBI, JOJKEH OBITh
o0cieioBaH /sl BBISIBJICHHSI BO3MOXHOTO HE3aBEPUIEHHOIO (HEMOJIHOI0) mepeioMa OelpeHHON
KOCTH.

Mplmeysas 00Jb

B ximHM4Yeckoi npakThke cooOIIaaoch 0 HEYaCThIX CIydasX Pa3BUTHUS CUIBHON M B HEKOTOPBIX
CIIy4asx OTPaHMYUBAIONIEH TPYAOCIOCOOHOCTh OOJM B KOCTSX, CyCTaBaxX W MBIIIIAX Ha (oHE
nedeHuss OucocdoHaTamMu, K KOTOPHIM OTHOCUTCS M 30JIEAPOHOBAsl KHUCJIOTa. YKa3aHHbIE
CUMITOMBI Pa3BUBAINCHh B TEUEHHUE IEPUOAA OT OJHOIO JHS 10 HECKOJBKHMX MECSILEB IOCIE
Hauana JedeHus. [locnme mnpekpamieHust JeueHuss y OOJNBIIMHCTBA IAllMEHTOB OTMEYEHO
paspellieHue CUMIOTOMOB. Y  HECKOJbKHMX TAIlMeHTOB CHMIITOMBl IOBTOPSJIMCH IpU

BO300HOBJICHUH TEPANHUH WX TPUMEHEHUH Apyroro oucdocdonara.
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I'unokaapimeMus

B xnuHMuYecKol IpakTHKE CO00IaI0Ch O Pa3BUTUU IMIIOKAJIBLIUEMHH Y TALIMEHTOB, MOIYYaOIINX
JIEYEHUE 30JIEAPOHOBOM KUCIOTOU. B ciydae pa3sBUTHUS TSKEJIOW TMIIOKAIBIIUEMHH OTMEYAIOCH
pa3BUTHE HEXKENATENbHBIX PEAKIMl CO CTOPOHBI HEPBHOW CHUCTEMBI (CyIOpOTH, TETaHHS W
TUIeCTe3Us), apUTMUU. B HEKOTOPBIX Cllydasx THINOKAIbLIUEMHUS MOXET MPEICTaBISATh YIrpo3y
JJIs1 dKU3HU.
Crnenyer coOmoAaTb OCTOPOXHOCTH MpU NPUMEHEHHWH Tmpenapara 3ojeapoHar-TeBa
OJIHOBPEMEHHO C JPYyTUMHU JIEKAPCTBEHHBIMU  CPEACTBAMM, CIIOCOOHBIMH  BBI3BIBATh
TUIOKAJIBLIUEMHUIO, TOCKOJIBbKY 3TO MOKET NMPUBECTH K CHHEPrUYECKOMY B3aMMOJEHUCTBUIO U
Pa3BUTHIO TUIIOKAIBIMEMHHM TsDKENOM creneHu. Ilepen HadamoM Tepanuv IpenapaTom
3oneapounar-Tesa ciieyeT onpeneauTh YPOBEHb KaJIbIUS B CBIBOPOTKE KPOBH U CKOPPEKTUPOBATH
runokanpiuueMuto. [lanueHTsl MODKHBI MONMyYaTh aJeKBAaTHOE BOCIOJIHEHHUE MpenaparaMu
KaJpIus U BUTaMuH D.
[TanienThl, MOMyYarOIIMe TEPAIUIO MpernapaToM 3oieapoHaT-TeBa, He TOHKHBI OJHOBPEMEHHO
MoJTy4ath Apyrue ouchochoHars.

eTH
OddexTuBHOCTh U 0€30MaCHOCTh MPUMEHEHHS IIpenapaTa 3o0j1e1poHaT-1eBa B MeANaTPUIECKON
IMPAKTHUKE OO HACTOAIICTO BPEMCHH HC YCTAHOBJICHBI.
4.5. B3aumojaeiictBue ¢ JAPYrUMH JIEKAPDCTBEHHBIMH MpenapaTtaMu W JApyrue BHJbI

B3aNMOJAeHCTBUSA

Pexomenayercst cobm01aTh OCTOPOKHOCTD MPU OAHOBPEMEHHOM MPUMEHEHUH OrcdochoHaToB ¢
AMHUHOIJIMKO3U1aMH, KaJIbITUTOHUHOM, n KIICTJICBBIMN)) ANYPETHKAMHU, IMOCKOJIBKY
OIHOBPEMCHHOC I[CI\/'ICTBI/IG 9TUX NpCHapaToB IMPOABIACTCA YBCIMYCHUCM IMPOAOJIKUTCIBHOCTHU
CHUKEHUS COACPKAHUS KaJbIUs B IJIa3M€ KPOBH.
OCTOpOXXKHOCTh HEOOXOIMMa MPU OJHOBPEMEHHOM MPUMEHEHHH 30JIEAPOHOBOM KHUCIOTHI C
npenaparamu, MOTEHIUAIBLHO 00JIaJar0IUMU HEPPOTOKCHUECKUM JCHCTBUEM.
HeobxonumMo cobito1aTh OCTOPOKHOCTh MPU OJHOBPEMEHHOM NPHUMEHEHUH C MHTMOUTOpaMu
AQHTMOr€HEe3a B CBSI3M C MOBBIIIEHUEM YACTOTHI CIIy4aeB Pa3BUTHSI HEKPO3a YEIFOCTH.
[Ipn OogHOBpEMEHHOM MPUMEHEHUHU C 30JEAPOHOBOM KHCIOTOM APYrMX 4YacTO MPUMEHSIEMBIX
JIEKApCTBEHHBIX TMpernapaToB (MMPOTHBOOITYXOJEBBIE CPEACTBA, NUYPETHKU [3a HCKIIOUYECHHUEM
((HeTHeBBIX))], aHTI/I6I/IOTI/IKI/I, aHaJ'IBFeTI/IKI/I) KaKUX-JTN00 KIIMHUYECKH 3HAUYNMBIX B33PIMO)ICI>1CTBI/II7I
HE OTMEUEHO.
[Ipy KOMOWHUPOBAaHHOM TMPUMEHEHUM TMpemnapara 3oJeapoHar-TeBa C TaTUAOMHUIOM HE
TpeOyeTcs KOPPEKITUH 0351 301 APOHOBOM KUCTIOTHI, 32 UCKITFOUCHUEM IIPUMEHEHHS Y TTAllUEHTOB

¢ HapymeHueM (PYHKIIMM TOYEK JIETKOM M YMEPEHHOW CTeneHH TsbkecTn. KomOmHMpoBaHHOE
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npumenenue tamugomuaa (100 mr wim 200 mrj_1_pa3 B( Q\I;JFI-KI/-II)EH—'L tl;_'en];g'ﬂtl %GJTBJI—[DOHaT TeBa

(4 Mr) y manmeHToB ¢ MHO)KECTBEHHON MUEJIOMOH CYIIECTBEHHO HE BIHSET Ha (papMaKOKUHETUKY
30i1e1poHOBOM KUCH0ThI U KK.
4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALUSA

JKeHIUHEI ¢ IETOPOIHBIM ITOTSHIIUAIOM

[TarueHTOK ¢ COXpaHEHHBIM PENPOAYKTUBHBIM MOTEHIHAIOM HEOOXOAUMO IPENyNpEeXaAaTb O
HEO0OXOJMMOCTH MPUMEHSATH HAJEKHbIE METO/Ibl KOHTPALIETILIUK BO BPEMsI JIEUEHUS NPENapaToM
3onenponar-Tesa.

bepeMEHHOCTD

[Tpumenenue npenapata 3o1eapoHar-TeBa Bo BpeMsi 0epeMEeHHOCTH MPOTUBOIIOKA3aHO.
[Tpenapat 3oneaponar-TeBa MOXET OKa3bIBaTh HEOJArompusTHOE BO3JEHCTBHE Ha mion. B
UCCIICJOBAHMSIX Y JKMBOTHBIX BBIABIECHO TOKCHUYECKOE BO3JCHCTBUE Ha PENPOLYKTUBHYIO
¢ynkuuio (cM. pasaen 5.3). HeT naHHbIX 0 IpUMEHEHUU Ipenapara BO BpeMsi OEpeMEHHOCTH Y
YyeJloBeKa.

[Ipy BO3HMKHOBEHHWH OEPEMEHHOCTH BO BpeMsi Tepanmuu OuchocdoHaTaMu BO3ZMOKEH PHUCK
(dopMHpOBaHUs BHYTPHUYTPOOHBIX IOPOKOB Pa3BUTHS IUIOAA (HampuUMep, aHOMAJIMM pa3BUTHS
CKeleTa W JIpyrMX aHOMajuii). 3aBUCHMOCTb PUCKA OT BEJIWYMHBI BPEMEHHOI'O IPOMEXKYTKa
MEXIy TpeKpamieHneM Tepanuu OucochoHaTaMH U MOMEHTOM 3adaTHsi, IyTH BBEICHHS U
0COOEHHOCTEN KOHKPETHOTO Mpenapara HEM3BECTHA.

I'pyaHo€ BCKapMJIMBaHUE

HewnsBecTHO, MpOHUKAET JIM 30JIEAPOHOBAs KUCIOTA B TpyAHOE MOJIOKO. [IpuMenenne npenapara
3oneaponar-Tesa B epuo/1 rpyIHOTO BCKapMJIMBAHUS TPOTHBOIIOKA3aHO.

DdepTUabHOCTD

HeT maHHBIX 0 BAMSHUY 30JI€JpOHOBON KHCIOTHI Ha PepTUIHLHOCTD YelloBeKa. B mccnenoBanusx
y JKUBOTHBIX TpPH TMOAKOXXKHOM BBeldeHUH B no3e¢ 0,1 MI/Kr B CyTKH 30JIeApOHOBas KHUCIIOTa
nojaaBisuia GepTUILHOCTD.

4.7. BiusiHue Ha CMOCOOHOCTH YNPABJSITH TPAHCHOPTHBIMHM CPeICTBAMH H PadoTaTh C

MeXaHU3MaMH

W3ydenust BiusiHUS Tpenapara 3oleApoHaT-TeBa Ha CIOCOOHOCTh YIPABIATh TPAHCHOPTHBIMU
CpeacTBaMu U MEXaHU3MaMH HE IIPOBOJUIIOCE. B CJIyda€ BOSHUKHOBCHU A ITOOOYHBIX peaKHI/Iﬁ CcO
CTOPOHEL HepBHOﬁ CUCTEMBI TMAIMCHTAM PEKOMCHAYCTCA BO3ACPKATHCA OT YIHIPABJICHUA
TPAHCTIOPTHBIMU CPEJICTBAMU U paOOTHI C MEXaHU3MAaMH, a TAKXKE 3aHATUN BUJIAMU JESTEILHOCTH,

TpC6YIOH_II/IMI/I KOHICHTPAII BHUMAHUA, HAIIPAKCHUSA IICUXOMOTOPHBIX (I)YHKI_II/Iﬁ
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4.8. HexkenaTeibHbIE peakuum

HaubGonee cepbe3snbiMu HexenarenpHbiMM peakiusmu (HP) y mnanueHTOoB, nomyvarommx
30JIEAPOHOBYIO KHUCJIOTY I10 3apETUCTPUPOBAHHBIM NOKA3aHUAM, SBIISUIMCH: aHA(PMIAKTUYECKas
peakuys, HEeXeNaTeslbHble SBJICHHUS CO CTOPOHBI IJ1a3, OCTEOHEKPO3 YENIOCTH, ATUIUYHBINA
nepenoM OeipeHHOI KocTH, GuOpmiIsaLus npeacepanii, HapylueHne GyHKLINU 110Y€eK, peakLus
octpoii ¢a3el u runokansiemus. Mapopmanus o yactore HP mpu npumeneHnn 301e1poHOBOM
KHACJIOTHl B J103¢ 4 MI' OCHOBBIBACTCS, TJaBHBIM 0O0pa3oM, Ha JAHHBIX, IMOJYYCHHBIX MpHU
IpOBEIEHUN JUIUTeNbHOW Tepanuu. HP, cBs3aHHble ¢ IpUMEHEHUEM 30J1€POHOBOM KHCIIOTHI,
OOBIYHO €J1a00 BBIPRKEHbI M TPAH3UTOPHBI, MOJOOHBI TEM, O KOTOPBIX COOOINAIOCH INpHU
npuMeHeHun Apyrux ouchocdonatoB. Itu HP moryT HabmonaThCst MprOIU3UTEIBHO Y TPETH
MAIUEHTOB, MOJyYalONIUX JICYCHUE 30JICIPOHOBOM KUCIOTOW. CUMIITOMBI peakiiuii ocTpoid (hassl
OOBIYHO pa3BUBAJKMCH 4Yepe3 3 JHSA [Ociie NPUMEHEHUS 30JeIPOHOBOM KHCIOTHI: o00Iee
HeslloMoranue, 0ojib B KOCTSX, JIMXOpaJKa, O03HOO, IpUINONONOOHBI CHHIPOM U apTPUT C
MOCJIEAYIOLUM OIyXaHUEM CYCTaBOB; OOBIYHO CUMIITOMBI pa3pellajiuch B TEUEHNE HECKOJIBKUX
nHell. Takxe yacto ormevanuck Takue HP, kak aprpanrus u muanrus. O4eHb 4acTO yMEHbIIEHNE
MOYEUHON IKCKPELUH KaJIbIHsI COTPOBOXKIATIOCH PE3KUM CHIDKEHHEM cojiepkaHus gocpopa, 4To
IpoTeKao OECCUMITOMHO U He TpeboBaso jieueHus. YacTo CHIKEHHE COJepKaHUs KajbLUs B
CBIBOPOTKE KPOBH BIUIOTH 10 PA3BUTHS FMIIOKAJIBIUEMUN MOXKET COIIPOBOXKIATHCS OTCYTCTBUEM
KJIIMHUYECKUX IIPOSBICHUM.

HmeroTces cooOI1eHNs 0 YaCThIX PEAKIMIX CO CTOPOHBI JKEITYA0YHO-KHUILIEYHOT 0 TPAKTa, TAKUX KaK
TOILITHOTA M PBOTA MOCJI€ BHYTPUBEHHON MH(Y3UU 30JI€JPOHOBOM KHCIOTHI. JIOKaNnbHbIE peakiuu
B MeCTe UH(]Y3HH, TaKHe KaK MOKPACHEHHUE WJIM OTE€YHOCTb W/WUIH 00J1b, HAOII0JAINCh HEYACTO.
AHopeKkcHs 4acTo HabuIo1anach y NalueHToB, MOTYYaBIINX 30J€APOHOBYIO KUCIOTY B 103€ 4 MT.
Crnyyau chllu WM 3yAa OTMeYalnuch HeyacTo. Kak 1 npu npumMeHeHuu apyrux ouchocoHatos,
cO00IIaTIOCh O YAaCTBIX CIy4asiX KOHbIOHKTUBUTA.

Ha ocHoBaHumM cymmapHOTo aHajan3a KOHTPOJUPYEMBIX HUCCIEIOBAaHUN COOOIIATIOCh O YacTOM
Pa3BUTUM aHEMUU TSDKEIOW CTeNeHHW (KOHUEeHTpauus remoriobuHa < 8,0 r/m1) y nanueHToB,
MOJTy4YarOIMX 30JIEAPOHOBYIO KUCIIOTY B 103€ 4 MT.

HP crpynnupoBaHbl B COOTBETCTBHH C KJIaccUpHKaMen opraHoB U cucteMm opranoB MedDRA, B
npenenax KaxJIo Ipynmbl MepedyrcieHbl B MOPsIKE YMEHbIIEHUSI YaCTOThl BCTPEUAaEMOCTH, B
npejenax Kaxaod NoArpyMibl — B MOPSAIKE YMEHbIIEHUS 3HAUMMOCTH.

Kputepun oreHKH 4YacTOTHI BCTpeuaeMocTd: ouyeHb 4acto (>1/10), wacro (>1/100, <1/10),
Hewacto (>1/1000, <1/100), penko (>1/10000, <1/1000), ouens penko (<1/10000), BkIIOUYas

OTIENbHBIE COOOIIEHMUS.
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Hapywenus co cmopomnst kposu u aumpamuyeckou c'ulllrﬁemlg"]'{l&%"r“c;r Eﬂ&iﬂ:‘m‘ﬁ;}; “Heyacto —

TPOMOOIMTONEHNUS, JICHKOTIEHUS; PEAKO — MAHIIUTOIICHUSI.

Hapywenus ncuxuku: 4acTo — HapyIIEHUE CHA; HEYacTO — YyBCTBO TPEBOT'U; PEJIKO — CIIyTAHHOCTb
CO3HaHUS.

Hapywenus co cmoponbl HepeHOU cucmeMmbl: 4acTO — IoJIoOBHas 00JIb, MapecTe3n; HEYacTo —
TOJIOBOKPY)KEHHUE, JUCTEB3Hs, THIIECTE3Us, TUIIEPECTE3Hs], TPEMOP; OYEHb PEIKO — CYAOpOTH,
TUIIECTE3Us U TETaHUs (pa3BUBAIOIIMECS BCIICACTBUE TUIIOKAIBIIUEMHUN ).

Hapywenus co cmoponvl opeana 3peHusi. 4acTO — KOHBIOHKTHBUT; HEYACTO — «Pa3MbITOCTb
3pEHUS; PEIKO — YBEUT.

Hapywenusa co cmoponvl nuwjesapumenvbHol cucmemyl. 4acTO — TOLIHOTA, PBOTA, CHUKCHHE
anrmeTuTa, 3arop; HeyacTo — Auapes, 00Jib B )KUBOTE, AUCIIETICUS, CTOMATHUT, CyXOCTh BO PTY.
Hapywenue co cmoponvl ObixamenbHOU cucmemvl, Opeano8 2pyoHol KIemKu U CpeooCmeHUs.:
HEYacTo — OJIbILIKA, KAIIeJb; PEIKO — MHTEPCTUIMAIbHAs O0I€3Hb JIETKUX.

Hapywenus co cmopombl Kodicu  NOOKOJICHbIX MKAHel: 4aCTO — IIOBBIIIEHHOE IIOTOOTIEICHUE;
HEYacTo — 3y, ChIlb (BKJIIOYAsl 3PUTEMATO3HYIO U MAKYJIE3HYIO).

Hapywenus co cmoponst KOCmHo-mbluledHol cucmemsl U COeOUHUMENbHOU MKAHU: YaCTO — 00JIb
B KOCTSIX, MUAJITU, apTpaliris, FeHepaJu30BaHHble 00JIM, TYTOIOBI)KHOCTh CyCTaBOB; HEYACTO
— HEKpO3 YENIOCTH, MBIIIECUYHBIE CYIOPOTH.

Hapywenus co cmoponul cepoya: peaKo — Opaaukapaus, apuTMus (pa3BUBAOLIASICS BCIEICTBUE
TUIIOKAIbLIUEMHH).

Hapywenus co cmoponbl cocy0og: 4acToO — MOBBIILIEHUE apTePHAIbHOIO JaBJIEHUS; HEUYacTo —
CHIDKEHHE apTepHaIbHOTO IaBJICHUS.

Hapywenus co cmopoHbl no4ex u MOuebl00AWUxX nymeli. 4acTo — HapyleHne (PyHKIUH I0YeK;
HEYacTO — OCTpas [OYe4yHas HeIO0CTaTOYHOCTh, TIE€MaTypHs, NpPOTEUHYpHUS; PEAKO —
npruoOpeTeHHbIN cuHApoM DaHKOHU.

Hapywenus co cmoponbl UMMYHHOU CUCMeMbl: HEYaCTO — PEAKIMH THIEPYyBCTBUTEIbHOCTH;
PENKO — aHTHOHEBPOTUYECKUH OTEK.

Jlabopamopnvle u uncmpymenmanvhvie OanHble: OYEHb 4acTO — TunodocdareMus; yacro —
MOBBIIIIEHNE KOHIIEHTPALUU KpEeaTMHHHA U MOYEBHMHBI B CHIBOPOTKE KPOBH, TMIOKAJIBIMEMUS;
HEYaCTO — THITOMAarHUEMUs1, THTIOKATTMEMUST; PEIKO — TUTIEPKATHEeMUsl, TUTICPHATPHEMUSL.

Obwue paccmpoiicmea u HapyweHus 6 Mmecme 66e0eHus: 4acTo — peaklus ocTpol ¢assl,
NOBBIIIEHUE TEMIIEpaTyphl Teda, TPUNIONONOOHBIH CcHHApPOM (BKIIOYarOmUi oOriee
HEJIOMOT'aHue, 03HOO, YyBCTBO HEJOMOTAHUS, «IIPHIIUBBI»), MEepUPepudecKue OTeKH, aCTeHUS;

HEYaCTO — pEakius B MecTe BBeJeHUs (00Jb, pa3apakeHHe, OTEYHOCTh, YIUIOTHEHHE,
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'H-' OTYETY

CyCTaBOB KaK CUMIITOM PEAKIIMHU OCTPOH (ha3sl.

Cnexyer uMeTh B BHJy, YTO NpPU NPUMEHEHUU JPYruX OUCHOCPOHATOB Yy MAINUEHTOB C
OpOHXMATLHOW aCTMOM, YyBCTBUTEIBHBIX K AlETHJICATUIMIIOBON KUCIOTE, OTMEYAIHNCh CIIydan
OpoHxocna3ma, OJIHAKO IPH TNPUMEHEHUH 30JICAPOHOBOM KHCIOTHI JAHHOTO SIBIICHHS HE
Ha0J1101aJ10Ch.

HescenamenvHuvle peakyuu no OaGHHbIM CHOHMAHHLIX OMYEMO8 U JTUMEPAMYPHBIX COOOUjeHUlL
(vacmoma Heuzgecmua)

Hapywenus co cmopoHnbl umMmyHHOU cucmemsl: aHaQUITAKTHYECKAs PEaKIIHS/IIOK.

Hapywenusa co cmoponul Hep8HOUL cucmembl: COHIUBOCTD.

Hapywenus co cmoponuvl opeana 3penus: SMUACKICPUT, CKICPUT U BOCTIATUTENIbHBIEC 3a001€BaHUS
OpOUTHI.

Hapywenus co cmoponul cepoya: GuOprImsus npeacepamii.

Hapywenus co cmopoHnvl cocy0os8: CHWKEHUE apTEepHaIbHOTO JABJICHUS, IMPHUBOISIIEE K
00MOPOKY IV ITUPKYJISITOPHOMY KOJIJIATICY, B OCHOBHOM Y IAIIMEHTOB C (PaKTOpamMu pUCKa.
Hapywenus co cmopomnsl 0bixamenbHol cucmemvl, 0peano8 epyOHOU KIemKU U CPeoOoCmeHUs.:
OpoHXOCTa3M.

Hapywenus co cmopoHbl Kodicu 4 NOOKONHCHBIX MKaHel. KpaTuBHUIIA.

Hapywenus co cmopoHbl ckeiemHOo-MblueyHOl MKaHY. BHE3AITHOE BBIPAKCHHOE OTpaHUYCHUE
NOJBM)KHOCTH CYyCTaBOB W/WJIM TsDKelas W B  HEKOTOPBIX CIy4asX OTpaHUYHBAFOINAS
TPYIOCTIOCOOHOCTh OO0JIb B KOCTSIX, CyCTaBaX W/WIIM MBIIIIAX, aTUIIUYHBIC MOABEPTEIbHBIE U
nmuadu3apHbIe IEPEIOMBI OSIPEHHON KOCTH.

Onucanue OTACIBHBIX HEXKCIATCIbHBIX peakunﬁ

Hapywenue ¢ynkyuu novex

[TpuMeHeHHEe 30J71€IPOHOBOM KHCIOTHI aCCOLMMPOBAJIOCH C PA3BUTHEM HapyIIEHUs (QYHKLIUU
noyek. [Ipu mpuMeHeHNH 30JIeAPOHOBON KHCIOTHI B KIMHUYECKHX HCCIIEAOBAHUIX C IIEIIHIO
NpOQMIAKTUKHA OCJIOXKHEHUH CO CTOPOHBI CKeJeTa y TMalMeHTOB C pacipOCTpaHEHHBIMHU
3JI0KaYeCTBEHHBIMH HOBOOOPA30BaHUSMH C TOPAKEHUEM KOCTEHl YacToTa BO3HHUKHOBEHMS
HapylmeHuss (YHKIMM TIOYEK, CBSI3aHHOIO C NPUMEHEHHEM 30JIEAPOHOBOW  KHCIOTHI,
pacrmpeenieHa CIeIyIIM 00pa3oM: MHOKecTBeHHass MmuesoMa (3,2 %), pak npocrtats (3,1 %),
pak MoJ04HOM *xkene3bl (4,3 %), pak JeTKux u Apyrue coauanbie omyxomnu (3,2 %). K dakropam,
KOTOpbIE MOTYT YBEJIMYHMBATh PUCK YXYALICHUS (PYHKLUUHU IMOYEK, OTHOCITCA: JIEeTHpaTalus,
IpeecTByollee HapyeHne (GYHKINHU T0YeK, MHO)KECTBEHHbIE KyPChI JISUEHHUS 30JI€IPOHOBON
KHUCIIOTOM WM JApyruMu OucdocpoHaTaMu, OJHOBPEMEHHOE MPUMEHEHHE HEPPOTOKCHUYHBIX

npemnaparoB HWJIM BBCACHHUEC IIpCriapara B TCYCHHUE MCHBLIICTO, YEM peKOMeHJIyeMBIfI, nepuoaa
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BpeMeHH. OTMeueHO yXyAlleHue (QYHKIMH MQUEK, nd&%'e-cg%gaﬁiﬁg %B%QHE;{" &)’VI'II-I'FKIHI/II/I

MOYEK BIUIOTh O TMOYEYHOM HEAOCTATOUYHOCTH M HEOOXOAMMOCTH TPOBEIACHUS TeMOJHan3a
MIOCJIE BBEJACHUS CTAPTOBOM WJIM OJTHOKPATHOM J103bI 30JIEAPOHOBOM KHUCIIOTHI.

Ocmeonekpos

[Tpu neuennu 6uchochonaramMu, B TOM YUCIIe 30J€IPOHOBOI KUCIOTOI, B OCHOBHOM Yy MAllUEHTOB
C OHKOJIOTUYECKMMU 3200JI€BAHUSIMHU OTMEYAINCH CIIy4au Pa3BUTHS OCTEOHEKPO3a (B OCHOBHOM,
YEJIFOCTH, HO TaK)Ke U APYTON JIOKATN3AIMH, B T.4. TA30BON KOCTH, OEIPEHHOM KOCTH U HAPY>KHOTO
CIIyXOBOT'O KaHasia). ¥ MHOTHX MAaI[MEHTOB C OCTEOHEKPO30M HYENOCTH OTMEYAJIMCh MPU3HAKU
MECTHOI0 WH(EKIMOHHOTO MpOoliecca, B T.4. OCTEOMHUENIHT; B OOJBIIMHCTBE CBOEM TaKOBbIE
CJIy4au OTMEYEHBI Y TAIIMEHTOB C OHKOJIOTHYECKUMHU 3200JIEBaHUSMH TTOCIIE SKCTPAKIIUH 3y0a Win
10CJI€ CTOMATOJIOTUYECKUX OIEPATUBHBIX BMeEIATeNbCTB. CyIIECTBYIOT HIMPOKO H3BECTHBIC
MHO>KECTBEHHBIE (DaKTOPBI pHCKa, MPEAPACIONarapilue K pa3BUTHIO OCTEOHEKPO3a YEIIOCTH,
TakMe KaK 3JI0KaueCTBEHHbIE HOBOOOpA30BaHUs, OJHOBpPEMEHHasi Tepamusi (Hampumep,
XUMHOTEpANus, aHTHAHTUOTEHHBIE TMPeraparhl, JIydeBasi Tepanus, TITOKOKOPTHKOCTEPOHIbI) H
COITyTCTBYIOIIIME COCTOSIHUA (HApUMeEp, aHEMHsI, KOAryJIonaTHu, HHPEKIUH, TPEAIIeCTBYIOIIee
3a0oneBaHue moNOCTU pTa). HecmoTps Ha TO, UYTO NPUYMHHO-CIEICTBEHHAs CBS3b HE
YCTaHOBJICHA, II€NeCO00pa3Ho K30erarb CTOMATOJIOTUYECKUX OIEPATHBHBIX BMEIIATEILCTB B
CBSI3U C BO3MOKHOCTBIO OTCPOYEHHOTO BBI3IOpOBIICHUS. MICX0/151 M3 JOCTYITHBIX JaHHBIX, YaCTOTA
Pa3BUTHUSI OCTEOHEKpO3a YENIIOCTHU CBSA3aHA C XapaKTEpPOM OIyXOJH (paclpoCTpaHEHHBIN pak
MOJIOYHOM JKeJe3bl, MHOKECTBEHHAs! MHEIIOMA).

Peaxyus ocmpoii ghazvi

JlaHHasi HexenaTelbHas PEaKlusl TMPEICTABISAET CO00W KOMIUIEKC CHUMIITOMOB: TOBBIIICHHE
TeMIeparypbl Tena, olmiast ci1abocTb, 00Jb B KOCTSIX, O3HOO, I'PUINONOAOOHBIA CHHIPOM.
OObIYHO HAYMHAETCS B MHTEpBasie < 3 JHA Mocie MHPY3UU 30JI€POHOBON KHCIOTHL. Peakius
TaKXe YIMOMMHAETCS C HCIOJIb30BAaHUEM TEPMHMHOB «TPUIIIONOA00HBIE» WIN «IOCTI030BBIE»
cuMOTOMbI. CUMITOMBI OOBIYHO PA3pPELIAIOTCS Y€PE3 HECKOJIBKO JHEM.

Qubpunnayus npedcepoutl

B o1HOM U3 KIMHUYECKHUX UCCIIE0OBAaHUI NPH MPUMEHEHUH 30JIEIPOHOBON KUCIIOTHI B TeUEeHUE 3
JeT y HMallMeHTOK € MOCTMEHOMAay3aJIbHbIM OCTEONOpPO30M (B J03€ 5 MTI' OJJMH pa3 B Toj) o0mas
gacToTa pa3BUTHs GUOpmLIIAIMK TIpeacepauid coctaBmsuia 2,5 % (96 demoBek u3 3862) mo
cpaBuenuto ¢ 1,9 % (75 w3 3852) B rpymnme muane6o. Yactora pasButus (GuOpUIIISAIIIN
npecepaAnid, COMPOBOXKAAIOLIEHCS TAKETBIMU T€MOIMHAMUUYECKUMH HAapYIICHUSIMH, COCTABIIsIA
1,3% (51 m33862) 1 0,6 % (22 u3 3852) 17151 3071€IpOHOBOM KUCIOTHI M TT1a1e00 COOTBETCTBEHHO.
[TomoOHBIN AucOamaHC HE OTMEYAJCs B JAPYTHX KIMHHYECKHX HCCIEIOBAHHSIX 30JIEAPOHOBOU

KHCJIOTBI, B TOM YHCJI€ IPH MPUMEHEHUH B J103€ 4 MI' OAMH pa3 B 3—4 HeJenu y NAlUeHTOB C
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OHKOJIOTHYEeCKUMU 3aboneBanusiMu. [Ipuunna n%mmé%"‘%& “Ja@QHﬁ p‘yrml‘;mnn

npencepauii Ha GOHE TEparuu 30JICIPOHOBON KUCIOTON y MAlMEHTOK C MOCTMEHOIAY3aTbHBIM
OCTEOIOPO30M B JaHHOM HCCJIEJOBAHUM HE YCTAHOBJICHA.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmiate 0 TOIO3pEBAaEMbBIX HEXKENATEIbHBIX PpEaKIHUAX TIO0CIe pPEerucTpauu
JICKapCTBEHHOTO TIperapara ¢ Meibio 00eCredeHrss HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«TOJB3a-PUCK» JIEKAPCTBEHHOTO Tpernapara. MEeTuIMHCKUM paOOTHUKaM pPEKOMEHIYETCS
coo0IaTh O JIOOBIX T0JI03PEBAEMBIX HEXKEJIATEIbHBIX PEAKIMIX JICKAPCTBEHHOTO Iperapara
yepe3 HallMOHAJIBHBIE CHCTEMBI COOOIIEHUS O HEXENIATEeIbHBIX PEaKIUAX rOCyIapCTB — YWICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccniickas @enepanys

109012, r. Mocksa, CnaBsiHCKas 1iomaas, 1. 4, ctp. 1

®OenepanbHas ciryx0a 1mo Hax3opy B cdepe 3apaBooxpanenus (Poc3apaBruaazop)

Temedon: +7 800 550 99 03

Oi1. noura: pharm@roszdravnadzor.gov.ru

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CumMnToMbl

ITpu ocTpoil nepeno3upoBKe MpenaparoM (OrpaHUYEHHbIE JaHHbIE) OTMEYAINCh HAPYLICHUS
(GYHKLIMU NOYEK, BKIIOYasi MOYEYHYI0 HEAOCTaTOYHOCTh, U3MEHEHHUS JIEKTPOJIUTHOIO COCTaBa,
BKJII0Yasl CHIDKEHUE KOHIIEHTPALUU Kalblus, pocdaToB 1 MarHus B IIa3Me KpPOBH.

Jleuenue

[TaruenT, nonMy4YuBIIMIA 103y Mpenapara, MPEBHIIIAIOIIYI0 PEKOMEHJAO0BAHHYIO, JOJKEH
HaXOJUThCSl TOJ] MOCTOSHHBIM HaOmoJieHHeM. B ciiyuyae BO3HMKHOBEHHUS T'MIIOKAIbLIUEMHH,
COITPOBOKIAIOIIEICS KIMHUYECKUMU NPOSBICHUAMH, IOKAa3aHO MPOBEACHNUE MH(Y3UU KaJbLUsA

TJIFOKOHAaTa.

5. DPAPMAKOJOTHYECKHE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOiCTBA

dapmakoTepaneBTHUECKasi IpyMa: CpeicTBa A JieueHHs: 3aboieBaHUl KocTel; CpencTBa,
BIIUSIOLINE HAa CTPYKTYPY U MUHEpaJIU3aluIo KocTel; oucochoHaThl.

Kox ATX: MO5SBAOS.

Mexanu3M JeCTBUS U d)aDMaKOHHHaMquCKHC Bd)d)CKTBI
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MY OTUYETY
E

JEHCTBYIOIIMM Ha KOCTHYIO TKaHb, TMOAABIAS PE30pOIMIO KOCTHOW TKaHH, BO3JCHCTBYS Ha
OCTEOKJIACTBHI.

CenextuBHoe aeiicTBue 61c(ochoHaTOB HAa KOCTHYIO TKaHb OCHOBAHO Ha BBICOKOM CPOJICTBE K
MHUHEpaTN30BaHHON KOCTHOM TKaHU. TOYHBIN MOJIEKYJIIPHBIM MEXaHU3M, 00ECIICYMBAIOIIINNA
MHIMOMPOBAHNE AKTUBHOCTHU OCTEOKJIACTOB, 0 CUX IIOP OCTAETCSl HEBBISICHEHHBIM.
3oepoHOBaAsl KUCIIOTa HE OKAa3bIBA€T HEKENATEIbHOTO BO3JCHCTBUSA Ha (HOpMUpPOBAHHE,
MHUHEpaIN3aLUI0 1 MEXaHUYECKHE CBOMCTBA KOCTH.

[ToMumo uHrHOUpyroUero neicTBUA Ha pe30pOLUI0 KOCTHOM TKaHH, 30J€IPOHOBAs KHUCIOTa
o01ajaeT MPOTUBOOIMYXOJIEBHIMH CBOWCTBaMHM, obecneunBaronmMu 3(h(HEeKTUBHOCTD Ipenapara
OpU MeTacTa3ax B KOCTH. [n Vvivo: MHTHOMpYeT pe30pOLri0 KOCTHOW TKAaHU OCTEOKJIACTaMH,
U3MEHSeT MUKPOCpELy KOCTHOIO MO3ra, NMPUBOAMT K CHM)KEHHUIO POCTa OIyXOJIEBBIX KJIETOK;
IPOSIBJISIET AHTUAHTMOTCHHYI0 AaKTUBHOCTh. [lojaBieHuMe KOCTHOM pe30opOLuu KIMHUYECKU
COIPOBOKAAETCS, B TOM YHCJIE, BBIPAXKEHHBIM CHUYKEHUEM OO0JIEBBIX OIIYIICHUM.

In vitro: narnbupyet nponudepanno ocTeo0IaCTOB, MPOABISIET TPSIMYI0 IIUTOCTATUYECKYIO U
POaronNTOTHYECKYIO aKTHUBHOCTb, CUHEPIrWYHbI  nuTocTarnyeckud  sdpdexr ¢
IPOTHBOOITYXO0JIEBBIMHU IpenapaTaMy, aHTUAATE3UBHYIO U aHTUMHBA3UBHYIO aKTUBHOCTb.
3oepoHOBasl KHUCIOTA, MOAABIss Mponudepanuio W HHIAYUUPYS alonTo3, OKa3bIBaeT
HEIOCPEJICTBEHHOE MPOTUBOOIYXO0JIEBOE JEHCTBUE B OTHOLLIEHUM KJIETOK MHUEJIOMBI YEJIOBEKa U
paka MOJIOUHOH JKeJe3bl, a TAK)KE YMEHbIAET IPOHUKHOBEHHE KJIETOK paka MOJIOYHOM XKele3bl
YeJI0OBEKa Yepe3 SKCTPALEIUIIONAPHBIA MATPUKC, YTO CBUACTEIBCTBYET O HAJIMYUU Yy HEe
aHTHUMeTacTaTu4eckux cBoilctB. Kpome Toro, 3oneapoHoBas KHCIOTa  HMHTHOMpYET
npoiaudepanno KIETOK 3HJIOTENUs YelOBeKa U JKMBOTHBIX M OKa3blBa€T aHTUAHTMOT€HHOE
JIECUCTBUE.

Y NanueHTOB € pakoM MOJIOYHOM JKENE3bl, PAKOM IPEACTAaTENIbHOM JKele3bl W APYTUMU
COJMMAHBIMU OINYXOJSIMM C METACTaTUYECKUM IOPAKEHUEM KOCTHOM TKaHM 30J1€IpOHOBAs
KHCJIOTa MPEJOTBPAIIAET pa3BUTHE NATOJOTHUYECKUX MEPEIOMOB, KOMIIPECCUN CIIMHHOIO MO3Ta,
CHIDKAeT MNOTPeOHOCTh B NPOBENEHUM Jy4e€BOH TEepamuu W OMNEepaTHBHBIX BMELIATEJbCTB,
YMEHBIIAeT  OINyXOJIeBYyI0  rumepkaigbimeMuto.  IlpemapaTr  cmocobGeH — caep)KHUBaTh
nporpeccupoBaHue 601eBoro cuHapoma. JledeOHbIl 3pPexT MeHee BbIpa)keH y MAalUEeHTOB C
0CTE00JJACTUYECKUMH O4araMu, YeM C OCTEOIUTHUECKUMHU.

VY nmanMeHTOB ¢ MHOXECTBEHHONW MMEIOMOM M PaKOM MOJIOYHOW >KEJe3bl IPU HAIMYUU Kak
MHUHHMYM OJTHOT'O KOCTHOT'0 04ara 3(QeKTUBHOCTb 30J1€JpOHOBOM KUCIIOTHI B J103€ 4 MI' CpaBHUMA

C MMaMHUAPOHOBOM KUCTOTOM B 03¢ 90 Mmr.
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V NALMEHTOB ¢ OmyXoneBoil rmepKanbuudMueii  ACHOIBHE Ipeidpard XapaKtepuayercs

CHI)KEHHMEM COJIEP/KaHuUs KalbLMsl B CBIBOPOTKE KPOBU U BBIBEACHMSI KallbLius HoukaMu. CpeniHee
BpEMs 10 HOpMAJIU3alMK COJEpKaHUs KallbLius cocTaBisieT okoio 4 nueil. K 10 nHio conepxkanue
Kanblusg HopMmanusyerca y 87-88%  mamuentoB. CpenHee BpeMs A0  pelUIuBA
(CKOPPEKTHpPOBaHHOE 10 aJbOyMHHY COAEp)KaHUE KaJbLUsl CHIBOPOTKM KPOBH HE MEHee
2,9 mmomnb/m) cocraBusger 30-40 gHel. 3HAUMMBIX paszauuuil Mexnay 3((EeKTHBHOCTBHIO
30JI€IPOHOBOM KUCJIOTHI B J]03aX 4 MI' U § MI' IpU JIEYEHUH TUIIEPKAIbLIMEMUN HE HAOIIOAAETCS.
HccnenoBanusi He BBIABIAIOT 3HAYUMBIX PA3IMYUil B OTHOUIEHWM 4YacTOThl U TSXKECTH
HE)KEeNaTeNIbHbIX SIBIECHUH, HAOMI0OJaBIINXCA Y MAIUEHTOB, MTOJIyYaBUIMX 30JI€IPOHOBYIO KUCIIOTY
B Ji03aX 4 MT U 8 MI, MaMHAPOHOBYIO KUCJIOTY B A03¢ 90 Mr unu mianebo Kak Mpu JICYSHUHU
METacTa30B B KOCTH, TAK U TUIEPKAJIbLIUEMUH.

5.2. ®DapmakoKHHEeTHYECKHE CBOMCTBA

AOGcopbuus

Jannpie 1m0 (papMaKOKMHETHKE TPH METacTa3ax B KOCTHU MOJYYEHBI IMOCIE OIHOKPATHOH U
MOBTOPHBIX 5- 1 1 5-MuHyTHBIX HHDY3Uit 2, 4, 8 1 16 MT 307€IpOHOBOI KHCIOTHI Y 64 TalMeHTOB.
dapMaKOKMHETHYECKUE ITapaMeTphbl He 3aBUCAT OT J103bl IIpenapara.

[Tocne Havana mHQY3UMM KOHLEHTPALUS 30JI€APOHOBOM KHUCIOTHI B CHIBOPOTKE KPOBU OBICTPO
YBEIIMYMBACTCS, JAOCTHTas NMUKAa B KOHLE HH(Y3uH, manee cieayeT ObICTpOe YMEHBIICHHE
koHueHTpauuu Ha 10 % mnocne 4 yacoB m Ha meHee uyeM 1 % mnuka mocie 24 yacoB ¢
I0CJIEI0BATEIbHO MPOJOHIMPOBAHHBIM NEPUOJIOM HU3KHMX KOHLEHTpAlMH, HE MPEBBIIAIOLINX
0,1 % oT MakcUMaNbHOM /10 MOBTOPHOM MH(DY3UH Ha 28 NIeHb.

Pacnpenenenne

[TokazaHo HU3KOE CPOJICTBO 30JICIPOHOBOM KUCIOTHI K KJIIETOYHBIM KOMITIOHEHTaM KPOBH, CpeTHEE
OTHOILLIEHUE KOHUEHTPAIMH B LEIbHOM KPOBU K KOHIIEHTPALMHU B IUIa3M€ KPOBH COCTaBISET
0,59 B nuanasone xoumentparuii ot 30 Hr/ma 1o 5000 ur/mi. CBs3biBaHUE C OENKaMH IJ1a3MbI
KpPOBHM HM3KO€, J0Js1 HeCBsI3aHHOU (hpakiuu coctaBisieT 60-77 % M HE3HAUUTENBHO 3aBUCUT OT
KOHIIeHTpanuu npenapara (ot 2 go 2000 Hr/mun).

BI/IOTDaHC(bODMaHI/IH

3o71e1poHOBast KUCTIOTa HE TIOJIBEpPraeTcsi MeTaboIM3My U BHIBOJAUTCS MMOYKAMU B HEU3MEHEHHOM
Bujie. [1o maHHBIM, TTOTYYEHHBIM i1 Vitro, 30J1€APOHOBAsT KUCIOTa HE HHTHOUPYET N30(PEpPMEHTHI
cucteMbl utoxpoma P450 denmoBeka W He mojBepraercs OMOTpaHCHOPMAIIMH, YTO MO3BOJISET
MPENOJIOKHUTh, YTO COCTOSIHUE (YHKITUHU TEUEHH HE BIHSIET CKOJIbKO-HHOYAb CyIIeCTBEHHO Ha
(bapMaKOKHMHETHKY 30J1€IPOHOBOM KHCIIOTHI.

DJIMMUHALMS

30s1e1poHOBasl KUCIIOTA, BBE/IEHHAs BHYTPUBEHHO, BHIBOJUTCS MOYKAMU B TPU dTama: ObICTpoe
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nByx(}a3Hoe BbIBEEHHE Mperapara U3 CUCTEMHON unp&&ah{]ﬁ%%@ II%E' IIOJ'IT\"BB'IBGHGHI/IH

'H-' OTYETY

0,24 9 u 1,87 u u nurenbHas (aza ¢ KOHEUYHBIM MEPUOJIOM TOTYBBIBEICHHS, COCTABIISIIOIINM
146 4. He ormeueHo KyMyJsiLlMK Ipenapara Mpu MOBTOPHBIX BBEACHMSIX Kaxple 28 nHeil. B
Te4eHue MepBeIXx 24 4 B Moue oOHapyxwuBaeTcs 39+16 % BBemeHHoil m03bl. OcrtanbHOE
KOJIMYECTBO B OCHOBHOM CBSI3bIBA€TCS C KOCTHOHM TKaHbIO. 3aTeM MEIJIEHHO MPOHCXOAUT
00paTHOE BHICBOOOXKACHUE 30J1€IPOHOBOM KUCIIOTHI U3 KOCTHOM TKaHU B CUCTEMHBIM KPOBOTOK U
ee BeIBeZieHHe oukamu. OOl MIa3MeHHBIH KIMPEHC mpenaparta cocrasiser 5,04 £ 2,5 n/4 u
HE 3aBUCUT OT 03Bl IIperapara, Iojia, BO3pacTa, PacoBOil MPUHAAJIEKHOCTH U Macchl Tela
MalyeHTa. YBeIWYeHue BpeMeHW HH(PY3uu ¢ 5 10 15 MUHYT OPHBOAWT K YMCHBIICHHIO
KOHIIGHTPALUH 30JIeJpOHOBOM KUCIOTH Ha 30 % B KoHIE MH(Y3UH, HO HE BIUSAET HA IJIOUIAb
1oJ KpuBoil «koHueHTpauusa-spems» (AUC).

DapMaKOKMHETUYECKUE UCCIECIOBAHMS y MAIMEHTOB C THUIEPKAIbIUEMUECH WM HapyIICHUEM
GYHKIIUM eYeHU He MPOBOAMINCE. Uepes KUIIeYHUK BEIBOIUTCS MeHee 3 % /J03bI Mpemnapara.

q)aDMaKOKI/IHeTI/IKa B 0COOBIX ciaydasiax

Hapywenue ¢ynkyuu neuenu

Her nanHbIX, onuchBaromMX (apMaKOKUHETUKY 30JIEPOHOBOM KHUCIOTHl Yy MAIUEHTOB C
HapyueHrueM (yHKIMU nedeHu. [1o JaHHBIM, NOJYYEHHBIM in Vitro, 30JIeAPOHOBAsT KUCIOTA HE
UHTUOMpYyeT u30(epMEHThl CHCTEeMBI IMTOXpoMa P450 denoBeka W He TOIBepraercs
ouorpancopmanmu. B wuccienoBaHWSX Yy OKMBOTHBIX MeHee 3 % BBEICHHOH 03Bl
oOHapykuBanoch B (ekanusax. BellleckazaHHOE IMO3BOJIET MPENOI0KUTh, YTO COCTOSIHHUE
(YHKLINYU IEYE€HHU HE BIMUAET CKOJIbKO-HUOY/Ib CYIIIECTBEHHO Ha (PapMaKOKMHETHKY 30J1€IpOHOBOM
KHUCIIOTBI.

Hapywenue ¢pynkyuu novex

[ToyeuHblif KIMPEHC 30JEIPOHOBOM KHUCIOTHI KoppeiupyeT ¢ kiaupeHcoMm kpeatnHa (KK) u
coctaBnsieT 75 = 33 % ot KK, mokazatens coctaBui B cpenHeM 84 + 29 mu/muH (Anana3oH
22-143 mn/muH) y 64 nanyeHToB, BKIOYEHHBIX B UCCIIEJOBaHUE. AHAJIN3 MOMYJISUHN 1T0Ka3al,
YTO y MAllMEHTOB C HapylieHueM ¢GyHKIuHU noyek cpeaHeil crenenu Tsxectu (KK 50 mu/mun)
paccuMTaHHBIA KIMPEHC 30JIEAPOHOBOM KHMCIOTHI COCTaBiseT 72 % OT 3HaueHus KIMpeHca
30JIEJPOHOBOM KUCIIOTHI Y NAlIMEHTOB C KIMPEHCOM KpeaTHuHUHA >84 MII/MUH.

Jannble (papMaKOKMHETHKHU IpernapaTa y NalMeHTOB ¢ HapylleHHeM (DYHKIMU MOYeK TshKeIou
crenenu (KK menee 30 Mi/MUH) orpaHUYEHBI.

Ilon, 6ospacm u pacoeas npuHaoIeHCHOCHb

[To manHBIM Tpex (hapMaKOKMHETHUECKUX HCCIEIOBAaHUN Yy MAIlMEHTOB C OHKOJOTHYECKUMHU
3a00JIeBaHUSIMHU C METACTa3aMU B KOCTH HE BBISIBICHO BIMSHUS Macchl Tena, Bo3pacta (oT 38 1o

84 net), moJsia ¥ PacoOBOM MPUHAICKHOCTH Ha KIUPEHC 30JI€IPOHOBOM KUCIIOTHI.
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6. ®DAPMALIEBTUYECKHE CBOICTBA (MOCTIEQOBATENEHOCTS 0005)

6.1. IlepeyeHb BCIOMOTaTEJILHBIX BElIeCTB

Mannuron

Hatpus uurtpara quruapar

Bona nist nanexuii

6.2. HecoBmecTHMOCTD

Pa3BeneHHBIN pacTBOP 30J1€IPOHOBOI KUCIOTHI HEJb3sl CMEIIMBATH C IPYTHUMHU JIEKAPCTBEHHBIMU

npernapaTamu, paCTBOPaMH, COJIEPKALTIMU Kb WIH APYTUE JBYXBaJICHTHbIC KATUOHBI, B TOM

yuclie pactBopoM Punrepa-nakrara.

6.3. Cpok roaHocTu (CpOK XpaHeHHs )

3 roga.

6.4. OcoObie MepbI NPEIOCTOPOKHOCTH NIPH XPAHEHHH

XpaHuTth 1pu Temneparype He Boime 25° C.

6.5. Xapakrep u conepxxaHue NepBUYHON YIIAKOBKH

[To 5 mn B crexnstHHbIe (prakons! (Tuma I) ¢ cuctemoit «610y09K» (3aIIUTa OT BBHICKAIB3BIBAHUS

npoOKK) ¢ MpoOKOW W3 PE3WHBI XJIOPOYTHUIIOBOH/OYTHIIOBOH, C aTIOMUHUEBBIM KOJITAYKOM,

CHAO>KEHHBIM 3alIUTHON KPBIIIKOHN U3 1iBeTHOro nonumponuieHa (“flip-off” ycrpoiicto).

1 ¢dnakoH BMecTe ¢ MHCTPYKUHMEH MO MEAMIIMHCKOMY MPUMEHEHHIO (JINCTKOM-BKJIAJbIINIEM) B

MaYKy KapTOHHYIO, Ha KOTOPYIO JOIMOJHUTEIBHO MOTYT OBITh HAHECCHBI 3aIlIUTHHIC HAKIICHKH.

6.6. OcoOble Mepbl NMPeIOCTOPOKHOCTH NMPH YHUUYTOKEHUM MCIOJL30BAHHOIO Ipemnapara
WIH 0TXO010B, MOJYYeHHBIX MOCJe IPUMEHEHHUs JTeKAPCTBEHHOI0 Mpenapara, u Apyrue
MAHHUIYJSIIUHU € NPenapaTom

[IpuroToBiaeHNE pacTBOpA JJIsI PIH(bV3PII>i

[Tepen BBeneHMEM mpenapara KOHIIEHTPAT (COAEPKUMOE OJTHOTO (PJIaKOHA UITK MEHBIIIUNA 00bEM)
pasBoasat B 100 M pactBopa nist uHdy3uii, He conepxaiiero kanbiui (0,9 % pactBop HaTpus
xyopua win 5 % pacTBOp AEKCTPO3bI).

Henb3s cmemmuBate mpemnapar 3oneapoHaT-TeBa ¢ APYrUMHU JIEKapCTBEHHBIMU TMperapaTaMu,
pacTBOpamMu, COJIEPKANIMMH KaJdbI[Mi WJIH JPYrHe JABYXBAJICHTHBIC KAaTHOHBI, B TOM YHCIIC
pactBopoM PuHrepa-nakrara.

[Ipy wucmonb30BaHWUU JJs BBEACHHS 30JIEIPOHOBOM KHCIOTHI CTEKISIHHBIX (IaKOHOB,
WH(QY3UOHHBIX CHUCTEM U MEIIKOB Pa3HBIX THIIOB, H3TOTOBJICHHBIX W3 TMOJMBUHWIXJIOPHIA,
MOJIMATHIIEHA U TOJUIponwieHa (mpeasapurenbHo 3amnoigHeHHbIX 0,9 % pacTBOopoMm Hatpus
xjopuga w5 % pacTBOPOM JIEKCTPO3bl) KAKWUX-IMOO TPHU3HAKOB HECOBMECTHMOCTH C

npenapaToM He 0OHapYKEHO.
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7. IEPYATEJb PETUCTPAIIMOHHOTO YIOCTOBEPEHGT | =/ EHOCTE 0005)

N3panins

Tesa ®apmanestuueckue [pennpusarus Jita.,

124 [1sopa A-Hesua Crt., Tenb-ABuB 6944020

7.1. [IpencraBuTe b JAep:KaTesisl PeruCTPAIMOHHOIO YA0CTOBEPEHUS

[Iperen3un HOTD€6I/ITGJICI71 CICAYCT HAITPaBJIATH 11O aAPECy:

Poccniickas @enepanvs

00O «TeBa»

115054, Mocksa, yi. Banosas, 35
Ten.: +7 (495) 644 22 34

Qaxc: +7 (495) 644 22 35

info@teva.ru

8. HOMEP PEIT'HCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. IATA TIEPBUYHOM PETMCTPAIIMA (IIOATBEPXKXIEHUSI PETMCTPAIINN,
INNEPEPETUCTPALIUS)

JlaTta nepBoii perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OOmias  xapakTepHCTHKa JIEKAPCTBEHHOrO0 Tpermapara 3osenpoHar-TeBa JocTynHa Ha
WH(OPMAIIMOHHOM TopTajie EBpa3suiickoro HSKOHOMHYECKOTO COI03a B HWH(DOPMAIMOHHO-

KOMMYHUKaIMOHHOH cetu «IHTepHeT» https://eec.eaeunion.org.
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