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1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

30JIEJAPT, 4 mr, nuoduiau3ar Ijs MPUTOTOBJICHUS KOHIICHTpATa JIJIsl MIPUTOTOBJICHUS PAacTBOpA
11 MTHQY3UH.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JlelicTByro1I€€ BEMIECTBO: 30JIEAPOHOBAS KHCIIOTA.

Kaxnprit gurakon oobemoMm 13,5 Mt mrnodunmsata COAEPKUT 4 MT 30J€APOHOBOI KUCIIOTHI (B BUIE
MOHOTHU/JIpaTa).

BeiectBa, HaqMue KOTOPBIX HAJ0 YIUTHIBATH B COCTABE JICKAPCTBEHHOT'O TIpernapara: HaTpui (cM.
paznen 4.4).

ITonuprit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCIICCTB IIPUBCICH B Pa3aCiIC 6.1.

3. JEKAPCTBEHHAS ®OPMA

Jlnodunuzar i NpUroTOBICHUS KOHIIEHTPATa Ui IPUTOTOBIEHUS pacTBOpa A HH(DY3UH.

JInodum3npoBaHHBIN MOPOIIOK WIIM CyXas MOPUCTAst Macca B BHUJIEC TAOJIETKH OT OEJIoro J0 MOYTH
0eJioro LBeTa.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K MPUMEHEHHU IO

IIpenapat 30JIE/IAPT noka3aH Kk IpPUMEHEHUIO Y B3POCIIbIX:

L4 MertacTa3pl B KOCTH IIpU 3JIOKAYCCTBCHHBIX COJIMAHBIX OITYXOJIAX (paK HpeI[CTaTeHBHOﬁ
JKCJIC3BI, paK MOJIOYHOM K€JI€3bI U I[p}ITI/Ie) 1 MHOXXCCTBCHHAsA MUCJIIOMA, B TOM YHCJIC OJId CHUXKCHUSA
pUCKa TMAaTOJOTHMYCCKHUX  IMECPECIOMOB, KOMIIPECCHUHU  CIIMHHOTO MO3ra, THUICPKAIbIUCMHU,
O6YCHOBHCHHOﬁ OIYXOJIbIO, U CHHWIXCHUA HOTpC6HOCTI/I B IIPOBCACHUU quCBOﬁ TCpalliu WJIH
OIICPaTUBHLIX BMECIIATCIILCTB HA KOCTH.

o ['unepkanbiyemusi, O0OYCIIOBJIEHHAsE  3JI0OKAYECTBEHHBIMU  OINYXOJSIMH  (COJEpKaHue
aNIbOYMUH-KOPPEKTUPOBAHHOTO KaJIBIUS B CBIBOPOTKE KpoBU > 12,0 mr/an [3,0 mmounb/m]).

4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 MPUMeEHEeHHUs

ITpenapat 30JIEJJAPT nomxkeH BBOAUTH TOJIBKO KBaJIM(UIIMPOBAHHBIM MEIUIIMHCKUN TEpCOHAN C
OTIBITOM BHYTPUBEHHOTO BBeICHUsI Ouc(hOoCcPOHATOB.

PexxuM 103upoBaHus

Memacmasvi 6 xocmu npu CONIUOHBIX 3N0KAYECMBEHHBIX ONnyxXojiiAX U MHOJCECMBEHHAA MuUueioma y
B3POCNIBIX U NAYUEHNOB NOAHCUTI020 603pacmda

Pexomenayemas no3a cocrasisiet 4 mr kaxapie 3 — 4 veaenu. CinenyeT AOMOTHUTEIHHO TPUMEHSTh
KanpLui BHYTpb B 03¢ 500 Mr B cyTku u Butamul D B 1o3e 400 ME B cyTkn.

Funepkaﬂbuue/wuﬂ, 06yCJl06Jl€HHa}Z 3N0KAYECMBEHHbIMU ONYXOJAMU Y 63POCIbIX U NAYUEHN OB
NnoJ2HCUs10c0 so3pacma
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KpoBH > 12 mr/mn unau 3 MMOJB/JT) peKOMEHAyeMmas OIHOKPATHO BBOJIMMAs J03a Iperapara
coctaBisieT 4 mr. Ilepen wim Bo BpeMs MH(Y3uH cieyeT o0ecreduTh aJeKBAaTHYIO I'MIpAaTalUio
MalUeHTa.

Oco0Oble T'PVYIIIBI ITAITWMEHTOB

Jluya noorcunozo 6ozpacma (> 65 nem)

Koppekuuu no3s1 npenapara He TpedyeTcs, Tak Kak OM0IOCTYTHOCTh, pacpe/ielieHUe U BbIBEICHNE
Ipenapara y NalMeHTOB pa3HOIo BO3pacTa UMEIOT CXOAHBIN XapaKTep.

Hab;uenmbz C NOYEeYHOoU HedoCMamo4HOCmbIO

Tunepkanvyuemus, 06VC/ZO€]Z€HHCUZ 3/1I0KA4YeCmMEEeHHbIMU ONYXOJAMU

[TanimeHTaM ¢ KOHIICHTpAlUEeH KpeaTUHUHA B CBIBOPOTKE KpoBHU < 400 MKMOJIB/1T winH < 4,5 mr/mi He
TpeOyeTcst KOPPEKINH PeKIMa TO3UPOBAHUS.

Memacmaswvi 6 kocmu npu CONUOHBIX 3/I0KAYECHIBEHHbIX ONYXOJIAX U MHONMHCECINBEHHAA MUeioMa

[lepen HauanoMm Tepamuu MpernapaToM y BCEX MALMEHTOB CIEAYET OIMPEACNIUTh KOHILIEHTPAIUIO
KpeaTHHHHA B CHIBOPOTKE KpOoBHU U KiupeHc KpeatunuHa (KK).

Jo3za npenapara 30JIEJJAPT 3aBucur ot ucxonnoro KK, paccunrannoro mo popmyne Kokpodra-
[onra. [IpoTHBONIOKa3aHO MPUMEHEHUE MIpenapara y MarieHTOB ¢ HapYHICHUSIMU (QYHKIIMU TTOYEK
TSOKEIION cTerneHu (KiupeHe kpeatnnuHa < 30 mur/mMuH) (cm. pasaen 4.3).

PexomeHyemMbIe 1035l y TAIIMEHTOB C HAPYIICHUSMH (YHKIIMU TTOYEK JIETKOW U CPEIHEH CTEeIeHH
TsokecTH (3HaueHus: KK 30—60 mu1/MuH) puBeICHBI HIDKE.

Hcxonnoe 3nauenne KK (ma/mun) Pexomenayemas no3a npenapara 30OJIEJIAPT
> 60 4,0 Mr
50-60 3,5mr
40-49 3,3 Mr
30-39 3,0 mr

ITocne Hayana Tepanuu CleayeT NPOBOAUTH ONPEAECICHUE KOHIEHTPALMU KPEaTUHNUHA B CBIBOPOTKE
KpOBH IIepe]] BBEICHUEM KaXJO0W IOCIEAYIOLEeNH T03bl mpenapara. IIpy BBIABICHUWM HapyleHUs
¢bynkuuu nouek ouepenHoe Beenenue npenapara 30JIEJAPT crnexyer omoxuTs. B kimuHMYeckux
UCCIIEIOBAHMSX YXYALICHHE (PYHKIIMU IOYEK ONPEAEIISUIN CIEAYIOIHUM 00pa3oM:

o y THaleHTOB C HCXOJHOM KOHIIEHTpaleil KpeaTHHHHA B CHIBOPOTKE KPOBHU B Ipejaesax
HOpMBI (< 1,4 Mr/ai) — yBelnuYeHne KOHLIEHTPAIlui KpeaTUHUHA B CBIBOPOTKE KpoBU Ha 0,5 Mr/a;

o y MAIMEHTOB C OTKJIOHEHHUSMHU MCXOJIHOM KOHIEHTpaIueil KpeaTHHINHA B CHIBOPOTKU KPOBU
OT HOpMHI (> 1,4 MI/1T) — yBeIMUeHHEe KOHIICHTPAIMN KpeaTHHUHA B CBIBOPOTKE KPOBH Ha 1 Mr/mj.
Tepanuto mnpenapatom 30JIEJJAPT B0300HOBISIOT TOJBKO TIOCIE TOTO, KaK KOHIICHTpAIUs
KpeaTHHHHA B CBIBOPOTKE KPOBH JocTUTaeT 3HaueHui B mpenenax + 10 % oT ucxomHoH, B TOM ke
A03€, KOTOpasd MPUMCHSIACh 10 IMIPEPhIBAHUA JICUHCHUA.

Ilayuenmoi ¢ neueHouHOU HEOOCMAMOYHOCMbIO
Koppekiuu 10351 penapara He TpeOyeTcs.
eTH

Db dexTuBHOCTD U 6€30MACHOCTh TPUMEHEHHS 30JIeIPOHOBOM KUCIIOTHI Y MAIIHEHTOB B BO3PACTE OT
0 1o 18 51eT He YCTaHOBJIEHBI.

Cnoco0 mpuMeHeHus

BryTpuBeHHOE BBeIeHHE.
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CMELINBasl ¢ APYTMMHU IIperapaTaMH.

CrnenyeT CKOppPEKTUPOBATH JETUAPATALMIO Yy MAIUMEHTOB (IIPU €€ HaJu4uM) Iepes] BBEACHHUEM
npenapara 30OJIEJJAPT.

WHCTpYKIIMM 10 MPUTOTOBJICHHUIO JIEKAPCTBEHHOIO IMperapara Iepe] MPUMCHEHHEM CM. B
paznene 6.6.

4.3. IIpoTuBONOKA3aAHUS

o ['unepuyBCTBUTENBHOCTH K 30JI€APOHOBOM KUCIIOTE, ApYyruM OuchochoHaraM miu K 1odomy
U3 BCTIOMOTATEJIbHBIX BEUIECTB, IEPEUNCICHHBIX B pa3fene 6.1;

o Hapymenue ¢ynkuun nouek tspkesnou crenenu (KK menee 30 mu/mMun) (cM. pasaenst 4.2 u
4.4);
o bepemenHOCTh M nIEpHOA IPYyAHOTO BCKapMIIMBaHUs (CM. pazjen 4.6).

4.4. Ocobble yKka3aHus U MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

[Tepen uuby3ueh cienyer yoeauThCs B aJeKBATHOW THApaTaIMK manueHTa. [Ipu HeoOXxoauMocTH
pexomenayercst BBegeHue 0,9 % pactBopa HaTpusi XJopuja Iepel, MapajuiedbHO C, WIM MOCHe
nH¢y3un npenapara 30JIEJJAPT. Crnenyer u3berars runepruapaTannuy u3-3a pucka BOSHUKHOBEHHUS
OCJIO)KHEHUH CO CTOPOHBI CEPJIEYHO-COCYAUCTON CUCTEMBI.

Ilocne BBeneHUs 30J€IPOHOBOM KHUCIOTHI HEOOXOJIMM MOCTOSHHBIA KOHTPOJb CTaHJIAPTHBIX
nokasaresneil MeTaboyin3Ma, CBSI3aHHBIX C THUIEPKaJIbI[MEMHEH, TaKMX KakK COJep)KaHUE KaabIus
(CKOpPEKTHPOBAHHOTO TIO0 albOymMuHy), ¢ocdopa, MarHus W KOHIICHTPAIMM KpEaTHHWHA B
CBIBOPOTKE KpoBH. [Ipu pa3BuTHH runokanbluueMuu, runodochareMun Ui rAiIOMarHieMUH MOKET
BO3HUKHYTh HEOOXOJMMOCTh B KPAaTKOBPEMEHHOM JIOTIOJIHUTEIFHOM BBEJACHUU COOTBETCTBYIOIIMX
JIEKapCTBEHHBIX MPENapaToB JIJIsl BOCIIOJIHEHUS JIEKTPOIUTHBIX HAPYIIECHUH.

VY NanueHTOB € HEKOPPEKTUPOBAHHOM THIIEPKAIBLIMEMHEN, KAaK IPABWIO, MUMEETCS HAPYIICHHE
(GYHKIIMU [TOYEK, T0ITOMY HEOOXOIUM TIIATENIbHBINA KOHTPOJIb (PYHKIMH MOYEK Y MAIUEHTOB JaHHOM
KaTerOpuH.

IIpu pemenun Bompoca o neueHnu npenaparom 3OJIEJAPT nanueHToB ¢ MeTacTazaMu B KOCTH €
LEIpI0 CHWXKEHUS pHUCKA IATOJIOTMYECKUX IIEPEJIOMOB, KOMIIPECCUM CIIMHHOTO  MO3ra,
TUNEPKAJIbIIUEMHUH, OOYCIOBICHHOHN OIyXOJIbIO, U CHI)KEHUS NOTPEOHOCTH B MPOBEACHUN JTy4eBOM
TE€panuy WU ONEPATHBHBIX BMEWIATEIBCTB HA KOCTH, CIEAyeT NPUHUMATh BO BHHUMAaHHE, YTO
TepaneBTHUecKuil 3 ekt HacTymaeT uepes 2—3 Mecsla Mociie Hayala JISYeHUs IpenapaToM.

HaDVIHGHI/Iﬂ d)VHKHI/II/I IIOYCK

HmeroTcst OTneNbHbIE COOOLIEHMS O HapylleHWH (QYHKUUMU [O04YeK Ha (OHE NPUMEHEHHUs
ouchochonaroB. K dakropam pucka BO3HHUKHOBEHMSI TMOJOOHBIX OCJIOKHEHUW OTHOCUTCS
Jerujaparanusi, MpeIIecTByIOllee HapylleHne (YHKIUM T04YeK, MHOTOKpaTHOE BBEJICHHE
30JI€[pOHOBOM  KHUCJIOTBI WM Jpyrux OuchocpoHaToB, MNpUMEHEHHE HEPPOTOKCHUECKUX
JIEKapCTBEHHBIX MPENapaToB, a TAKKe CIUIIKOM ObICTpOe BBeJICHHE npenapara. HecMoTps Ha To, 4TO
PHICK BBIIICOMUCAHHBIX OCIIOXHEHUH CHIKASTCS TIPU YCIIOBHH BBEIICHUS 30JIEAPOHOBON KUCIIOTHI B
no3e 4 Mr B Te4eHHue He MeHee 15 MUH, BO3MOXKHOCTh HapylIeHHs (QYHKIIMM MOYEK COXpaHSIEeTCs.
OTMevanuch ciaydan yXyAmeHus QyHKIHH MTOYeK, IPOTrPeCcCUPOBAHMS HAPYIIECHHUS QYHKIIUU TTOYEK
BIUIOTh JO0 BO3HUKHOBEHHUS IMOYEYHOM HEJOCTATOYHOCTH M BO3HHUKHOBEHHMS HEOOXOIUMOCTH B
MIPOBEICHUH IeMO/IMaIN3a MNPy IEPBOM MIIM OJIHOKPATHOM IMPUMEHEHUU 30JIEPOHOBON KUCIIOTHI.

[ToBbIlIIEHNE KOHIIEHTPALMA KPEaTHHWHA B CHIBOPOTKE KPOBU TaKXKE HAONIOMAETCS Y HEKOTOPBIX
MAIMEHTOB TP JJIUTEIbHOM TPUMEHEHUH 30JI€APOHOBOM KUCIOTHI B PEKOMEHAYEMBIX J03aX, XOTS
C MEHBIIIEN YaCTOTOM.
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BBEJICHUEM IIperapara. Y MalrueHTOB C HapyleHHeM (YHKIUH MTOYEK JISTKOW M YMEPEHHOH CTeTIeH!
C MeTacTa3aMHU COJMJHBIX 3JI0KQUeCTBEHHBIX OIyXOJIeH B KOCTH M MHO>KECTBEHHOW MHEIOMOMU
peKOoMeHayeTcs NMpUMEHEeHUe Oosiee HHU3KOW CTapTOBOW 03Bl mpemapara (cMm. pasaen 4.2). Ilpu
BBISIBJICHUM IPU3HAKOB HapylleHUs (YHKIMHU MMOYeK Ha (OHE Teparnuu 30JIeIPOHOBOM KHCIOTOM
JICYEHUE CJIENYET BO30OHOBIATH TOJBKO IOCJIE TOTO, KaK KOHLEHTpALUsi KpeaTMHWHA JIOCTUTaeT
3HaueHuil B npenenax = 10 % ot ucxoaHoit BenuuuHsl (cM. pasznen 4.2). Jleuenue 3051e1pOHOBOIMA
KHUCJIOTOW MOXET OBITh BO30OHOBJICHO B J103€ aHAJTOIMYHON Ha3HAYaeMoil 10 MpephIBaHMUs JICUCHHUS.
[Ipumenenue mnpenapara y NAalUEHTOB C HapylleHueM (YHKIUU T[OYeK TSDKENIOM CTerneHH
MPOTUBONOKa3aHo (cM. pasnen 4.3).

OcteoHekpo3

Omnmcanpl cilyual OCTEOHEKpO3a YENIOCTH, B OCHOBHOM Y IIalIMEHTOB C OHKOJOTHYECKUMH
3a0oneBanusMH Ha ¢oHe JedeHus OucdocpoHaramu, B TOM YHUCIIE 30JICAPOHOBON KHCIOTOM.
MHorue u3 TakuX NaIMeHTOB TOMyYald OJJHOBPEMEHHYIO TEPAIHIO TIFOKOKOPTUKOCTEPOHIaMHU WIIH
XMUMHOTEpanuo. Y MHOTUX NAaIlMEHTOB HMMEIH MECTO MPHU3HAKH MECTHOTO WHQEKIMOHHO-
BOCTIAJIMTEIHHOTO MPOLECCa, BKIIOYAsi OCTEOMHUEIHUT.

B xnuHMuyeckol mpakTHKe Hambosee 4YacTo pPa3BUTHE OCTEOHEKPO3a YENIOCTH OTMEyaloch Yy
MAIMEHTOB C PACIIPOCTPAHEHHBIM PAKOM MOJIOUYHOM K€JIe3bl U MHOKECTBEHHON MHEIIOMOH, a TaKKe
IpU HAJIMYUM CTOMATOJIOTMYECKMX 3a0ojeBaHMi (mocie ynaneHus 3y0a, npu 3a0ojeBaHMSIX
MapoJIOHTa, HEYIOBJIETBOPUTEIHHON (pUKcaMy 3yOHBIX TpoTe30B). M3BecTHBIME (paKTOpaMu pucKa
OCTEOHEKPO3a YEIIOCTH SIBJIAIOTCS paK, OAHOBPEMEHHAs Tepanus (XUMHOTepaInHs, JiydyeBas Tepamnus,
AHTHUAHTUOTE€HHBIE Ipenaparhbl, IIIOKOKOPTUKOCTEPOUIbI), COIYTCTBYIOIIUE COCTOSIHUS (aHEeMus,
KOaryJonaTiuu, HHGEKIys, IpeiecTByoliee 3a00JeBaHue TOJI0CTH PTa).

[lepen nmpumeHerneM OucochoHATOB y MAIMEHTOB C OHKOJOTHYECKUMH 3a00JICBAHUSAMH CIIETyET
IPOBECTH CTOMATOJIOTHYECKOE OO0CIEeOBaHHE M BBIOJHUTH HEOOXOAWMBIC MPODUIAKTHUECKHE
HPOLEAYPHL, a TAK)KE PEKOMEHJI0BATh CTPOroe COOJII0IEHHE TUTHEHBI TTOJIOCTH PTa.

Bo Bpems neuenus OucdochoHatamu cieqyeT M0 BO3MOKHOCTH H30eraTb CTOMATOJIOIMYECKHX
VMHBa3UBHBIX BMEIIATENLCTB. Y TMAllEHTOB C OCTEOHEKPO30M 4YENIOCTH, BO3HHUKIIEM Ha (oHe
Tepanuu 6uchocpoHaTamu, MpoOBEACHNE HHBA3UBHOI'O CTOMATOJIOTHYECKOT0 BMEIIATEILCTBA MOXKET
CHOCOOCTBOBATh YXYAIIEHUIO COCTOSIHUS. HeT JaHHbIX, 4TO npepbIBaHuE JeueHus Ouchocponaramu
nepeJl MPOBEAECHUEM CTOMATOJIOTHYECKOIO BMEIIATEIBCTBA CHUKAET PUCK OCTEOHEKPO3a YEIIOCTH.
[Inan neyeHUs KOHKPETHOrO TNAalMeHTa JIOJDKEH OCHOBBIBAaTHCSI HAa WHIUBUAYAIbHON OLIEHKE
COOTHOILIEHUS PUCK/TIOJIb3A.

OmnwmcaHbl cay4al OCTEOHEKpO3a MHOW JIOKaIM3alWd, B T.4., TA30BOM KOCTH, OEAPEHHON KOCTH,
HapY»XHOTO CIyXOBOTO KaHaia, B OCHOBHOM Y B3POCIBIX TAIlMEHTOB C OHKOJOTHYECKUMHU
3a00J1€BaHUSAMH, MOTYYAIONIUX Tepanuio ouchochoHaramu, B T.4. 30JEAPOHOBOM KUCIOTOM.

ATHUNWYHEBIC IEPEIOMBL 66HD6HHOI>1 KOCTH

Onmucansl CIydyan BO3HHMKHOBCHHA AaTHIIWYHBIX IMOJABCPTCIBbHBIX U I[I/Ia(i)I/I?,apHI)IX NnepeiaIomMoB
66,[[p6HHOI>i KOCTHU y MTAalTUCHTOB, MIUTCIBHOC BPCMS IMOJTYyHAOMHUX JICHCHUC 6I/IC(1)OC(1)OHaTaMI/I 1o
ImoBOAYy OCTCOIOpPO3a. HOHGpC‘IHBIC HJIN KOPOTKHUE KOCBIC INCPECIOMBI MOTYT JIOKAJIW30BATLCA B
JII000M MecCTe Ha IMPOTANKCHUU 6eﬂpeHHOﬁ KOCTHU OT MaJIOTO BEPTCIIa 10 HaHMBIHlCHKOBOﬁ SAMKH.
OmnuncaHHEIC NEPECIOMBI BOSHUKAIOT MOCIIC MHUHHUMAaJIbHOU TpaBMbl UJIK CaMOIIPOU3BOJIBHO.

HekoTtopeie mamueHThl HUCHBITHIBAIOT 00MM B Oeape WM B Taxy, 4acTO COMPOBOXKIAIOIIUECS
IIpU3HAKaMHU CTPECCOBBIX IIEPEIIOMOB II0 pE3YyAbTaTaM BU3YAIM3UPYIOIIUX IHATHOCTUYECKHUX
WCCIIETIOBaHMM, KOTOPbIE BOSHHUKAIOT 32 HEAEIH U MECSIIBbl A0 Pa3BUTHUS MOIHOTO (3aBEPUICHHOIO)
nepesioMa OeapeHHoW KocTH. Hepenko mepenombl BO3HUKAIOT ¢ OOEUX CTOPOH, MOATOMY IMpHU
BO3HUKHOBEHHU TiepeioMa O€IpeHHONW KOCTH y TAaIUMeHTa, TMONy4yalollero Teparuio
oucdochonaTamu, CleIyeT MPOBECTH 00CIIeIOBaHNE KOHTpaIaTepaaIbHON O€IPEHHON KOCTH.
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cooOmieHns: 00 aTHMUYHBIX TepeioMax OelpeHHOM KOCTH y MAalMeHTOB, MOJYYaBIIUX JICUCHUE
30JIEJPOHOBOM KHCJIOTOH, OJHAKO NPUYMHHO-CIIEACTBEHHAs CBA3b 3TUX IIEPEJIOMOB C Tepamnuen
30J1€IpOHOBOM KUCIIOTOW HEe Oblja ycTaHOBIJIEHA. PelenHue o mpekpaieHuu Tepanun 301€IpOHOBOM
KHUCJIOTON y MALMEHTOB C MTOJI03PEHUEM HA aTUIIUYHBINA 1epesioM OepeHHON KOCTH 10 MPOBEICHHUS
o0clieIoBaHMs JTOJDKHO OCHOBBIBAaTbCS HA HMHIUBUAYAJTbHOW OLIEHKE COOTHOIIEHUS OXHIAeMOH
II0JIb3bI K BO3MOKHOMY PHCKY.

[TanueHTOB, NONy4YaOIIMX TEPANUIO 30JEAPOHOBOM KHCIOTOM, CIEAyeT NPEeAyNpeauTh O
HEOOXOIUMOCTH COOOIATh MEAUIIMHCKOMY TEpCOHATy O JIIOObIX OO0JIIX B Oelpe WIIM TaxOBOM
o0yacTv; KaxIbId TMAlUEHT, TPEIbSIBISIIONIMNA >Kalo0bl HA TAaKWE CHUMIITOMBI, JOJDKCH OBITh
o0cJieToBaH JIjIs BBISBJICHUS BO3MOYKHOT'O HE3aBEPIIICHHOTO (HEIMOJIHOTO) IepesioMa OeApeHHOM
KOCTH.

Mpliieusas 00Jib

B xnuHMYECKON NMpakTUKE COOOIIANOCh O HEYACTBIX CIydasX pa3BUTHUS CHUIIBHOM M B HEKOTOPBIX
CIy4dasx OTpPaHHMYUBAIOLICH TPYIOCIIOCOOHOCTh OONM B KOCTAX, CyCTaBaX M MbIIIIAX Ha (oHe
nedenus ouchochonaraMu, K KOTOPHIM OTHOCUTCS U 30JICAPOHOBAS KUCIIOTA. Y Ka3aHHBIC CHMITTOMBI
Pa3BHBAIMCH B TEUCHUE MEPUOJIA OT OJHOTO JHS 10 HECKOJIBKUX MECAIEB MOCIIe Havyala JICUCHHS.
[Tocne mpekparieHus jJedeHnst y OOJBIIMHCTBA NAlMEHTOB OTMEUYEHO pa3pelieHrue CHMITOMOB. Y
HECKOJIBKUX MalMEeHTOB CHUMIITOMBI MOBTOPSUIUCH NPU BO30OHOBJICHUH TEpPAIMU 30JIEIPOHOBON
KHUCJIOTOU MK ipyroro oucdocdonara.

I 'nnmokanprimeMus

B xnuHu4eckol mpakTUKe cOOO0IIaIoch O Pa3BUTUHU TMIOKANBIIMEMUN Y TAIIUEHTOB, MOIYYaloUIX
JieyeHre 30JIeIPOHOBOM KHCIOTOW. B cilyuae pa3BUTHSA TSXKENIOM TMIOKAJIbIHUEMUU OTMEYaoCh
pa3BUTHE CEPACUHON apUTMHUM M HEXKEJaTeNbHbIX SIBJIEHUI €O CTOPOHBI HEPBHON CHCTEMBI
(cymoporu, TeTaHusl U OHEMEHHUE). B HEKOTOPBIX CilydasiX TMMOKAJIbIIMEMHUS MOXKET MPEICTABIATH
yrpo3y JUlsl dKU3HH.

Crnenyet cobmoaTh OCTOpOXKHOCTH mpu npumenenuu npemnapara 30JIEJJAPT ogHoBpemeHHO €
JIPYTUMU JICKAPCTBEHHBIMH TperapaTaMu, CIIOCOOHBIMH BBI3BIBATh THIIOKAIBIIUEMUIO, TTOCKOIBKY
3TO MOXET IPUBECTU K CHHEPTUYECKOMY B3aMMOJIECUCTBUIO U PA3BUTHIO TMIIOKAIbLIUEMUH TKEIION
crenenu. llepex HagaoM Tepanuu 30J€IPOHOBOM KUCIOTON CIEAYET ONPENCIUTh YPOBEHb KaIbLUs
B CBIBOPOTKE KpPOBU U CKOPPEKTHUPOBATh T'MIOKAJIbLUEMUIO. [lanMeHTBl HOJDKHBI IOTy4YaTh
aJIEKBaTHOE BOCIIOJHEHHUE ITpenapaTaMy KajablKs U BUTaMUH D.

[TanmenTsl, nony4varomue repanuto npenaparom 3OJIEJAPT, He 1omKHBI OJTHOBPEMEHHO NOJy4aTh
JpYTHUE TperapaThl 30JIEIPOHOBON KUCIIOTHI, TaK K€, KaKk U Apyrue ouchochoHatsl.

BcnoMorarenbHEIE BEIIECTBA

Hampuu

JlaHHBIN mpenapat coaepKUT MeHee 1 Mmonb (23 Mr) HaTpus Ha pa3oByIO 03y, TO €CTh, 0 CYTH, HE
COJIEP’KUT HATPUS.

4.5. BzaumojeiicTBHe ¢ JAPYTHUMH JIeKADCTBEHHBIMH MpenapaTamMM W Jpyrue BHJbI
B3aUMOIeHCTBUA

PCKOMCHI[yCTCﬂ CO6JIIO,Z[3.TB OCTOPOKHOCTH IIPpU OJHOBPECMCHHOM HNPHUMCHCHUU 6I/IC(I)0C(I)OH8.TOB C
AMHUHOITIMKO3UJaMH, KAJIBOHUTOHUHOM U «II€TJICBBIMU) TUYPETHUKAMH, ITIOCKOJIBKY OJHOBPEMCHHOC
,Z[CI>'ICTBI/IC OTUX NPCHapaTOB MPOABIACTCA YBCIUYCHUCM IMPOAOJDKUTCIIEHOCTU HU3KOT'O COACPIKAHUA
KaJiblUd B IJIa3ME KPOBH.
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npernaparamy, TOTEHIMAIBHO 00JIaAaomuMH HepoToKcndeckuM aerictBiueM. Cienyer oOpaiarh
BHUMaHHE Ha BO3MOXKHOCTb Pa3BUTHUS BO BPEMs JICUCHUS TUTIOMATrHUEMHH.

Heo6xoaumMo co0mo1aTh OCTOPOKHOCTh TNPH OJHOBPEMEHHOM MPHUMEHEHHHM C WHTHOUTOpaMu
AQHI'MOreHe3a B CBA3H C IOBBILICHUEM YaCTOTHI CIIy4aeB Pa3BUTHs HEKPO3a YEIIIOCTH.

IIpy ONHOBPEMEHHOM IIPUMEHEHHMHM C 30JICAPOHOBOM KHUCJIOTOM APYIMX 4YacToO IPUMEHSIEMBIX
JIEKapCTBEHHBIX IpernapaToB (IPOTUBOOIIYXOJIEBBIE CPEACTBA, AUYPETHKH [3a HCKIIOYCHHEM
«TIETJIEBBIX» |, AHTUOMOTUKH, AHATBI€TUKH ) KAKUX-THOO0 KIMHUYECKH 3HAYMMBIX B3aUMOJACHCTBUI
HE OTMEYEHO.

[Tpu xomOuHMpoBanHOM mnpumenenun nupenapata 30JIEJAPT c Ttamumomumom He Tpedyercs
KOPPEKILUM J103bl 30JIEAPOHOBOM KHUCIOTBI, 3a MCKIIOYEHHEM IPUMEHEHMsl Y IalUEeHTOB C
HapymeHneM (yHKIUU TOYEK JIETKOH U CPeTHEH CTEeTIeHU TSKECTH.

KomOunupoBannoe npumenenne tamugomuaa (100 mr wim 200 mr 1 pas B CyTKW) W Ipemnapara
30JIEJAPT (4 mr) y mamueHTOB C MHOKECTBEHHOM MHEJIOMOW CYIIECTBEHHO HE BIUSET Ha
(bapMaKOKUHETHKY 3071eIpoHOBOI KuCIoTh U KK.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTDb U JAKTALUSA

PesromMe prckoB

Her nanHbIX 0 IpUMEHEHUH IIpenapaTa BO BpeMsi OEpEMEHHOCTH Y YEJIOBEKA.

IIpy BO3HMKHOBEHUM OEpEMEHHOCTH BO Bpems Tepanuu OucdochoHaTaMH BO3MOKEH PHUCK
(dbopMHUpOBaHUS BHYTPHYTPOOHBIX TOPOKOB PA3BUTHUS IUIONA (HAIpUMeEp, AHOMAIMK DPa3BUTHUSA
CKeJleTa M IPYIMX aHOMaJIMii). 3aBUCUMOCTb PUCKA OT BEJIMYMHBI BPEMEHHOTO IPOMEXKYTKA MEXKIY
npeKpalieHueM tepanuu ouchochoHaTaMu 1 MOMEHTOM 3a4aTHsi, ITyTH BBEACHUS U OCOOCHHOCTEH
KOHKPETHOTIO IIpernapaTa HEU3BECTHA.

B uccrnenoBanusix y o4HOT0 U3 IByX BUJIOB KUBOTHBIX IIPU IIOJIKOKHOM MPUMEHEHUH 30J1€IPOHOBOM
KHCIOTHI B 103¢€ 0,2 MI/KT B CyTKH (3KCIIO3HLINA, B 2,4 pa3a NpeBbILIAIOIIAs 0)KUIAEMYIO SKCIIO3ULIUIO
y denoBeka 1o BenuuuHe AUC) oTMeueHbl sIBJI€HHSI TEpaTOT€HHOCTH B BUJAE J1€()EKTOB pa3BUTHSA
MTOBEPXHOCTHBIX CTPYKTYP, TOPOKOB Pa3BUTHsI BHYTPEHHUX OPraHOB M AaHOMAJIMI Pa3BUTHUS CKENIETA;
IIpY IPUMEHEHUH B MUHUMabHO 103e 0,01 Mr/kr B cyTku oTMedeHa auctouus. B uccnenoBanusax
y JpYroro Buja )KHMBOTHBIX TAKOBBIX SIBJIEHUI OTMEUEHO He ObLI0, 0IHAKO MPU NPUMEHEHUH B J03€
0,1 MI/KT B CyTKHU 3aperuCcTpUpPOBaHbI SBJICHUS MATEPUHCKOM TOKCUYHOCTH, KOTOPbIE OBUIH CBS3aHbI
100 BBI3BaHBI TMITOKAJIBLIUEMHEN, MHYITUPOBAHHOM MpernapaToM.

>K€HIHI/IHI>I C ACTOPOAHBIM IMOTCHIIMAJIOM (KOHTD&HGHHI/ISI Y MY)XYHMH " )KGHHII/IH)

HaHI/ICHTOK C COXpPaHCHHBIM PCHPOAYKTUBHLBIM IIOTCHIHAJIOM HeO6XOI[I/IMO npeaynpexaaro O
H€O6XO)II/IMOCTI/I HpI/IMCHSITI) HaOCKHBIC MCETOIbI KOHTpaIICHIII/II/I BO BpeMSI JICUCHUS npenapaTOM
30JIEJIAPT.

bepemeHHOCTH

ITpumenenue npenapata 30JIEJJAPT Bo BpeMsi 6epeMEHHOCTH MPOTHBOIOKA3aHO.

JlakTarms

HewnsBecTHO, NMpOHUKAET JIM 30JI€APOHOBAs KUCIOTAa B IpyaHOE MOJIOKO. [IpuMmenenue npemnapara
30JIEAAPT B nepuo rpyJHOTO BCKapMIIMBaHUS IPOTHBOIOKA3aHO.

DepTHabHOCTD

Het naHHBIX 0 BIUSHUU 30JIeAPOHOBON KHUCIOTHI HA PEPTUIIHLHOCTD Y YelIOBeKa. B Mccie0BaHusIX y
KUBOTHBIX TIPH TIOJIKOKHOM BBeZieHHH B f03€ 0,01 MI/KT B CyTKH 30JI€IpOHOBAsI KMUCTIOTa TOaBJIslIa
(hepTUIBLHOCTD.
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MEXaHM3MaMHu

W3ydyeHuss BIMSIHHS 30JIEAPOHOBOM KHUCJIOTBI Ha CIOCOOHOCTb YIPABJIATH TPAHCHOPTHBIMU
CpelICTBAaMH U MEXaHU3MaMH He MPOBOAMIOCH. B cilyuae BO3HHMKHOBEHHUS HEKENATEIbHBIX PEaKIIUid
CO CTOPOHBI HEPBHOM CHCTEMBbl MAallMEHTaM PEKOMEHAYETCSl BO3JEP>KAaThCS OT YIpaBICHUS
TPAHCIIOPTHBIMU CPEJICTBAMM U MEXaHU3MaMH, a TaKXkKe 3aHSATUH BUAAMHU JI€ATEIBbHOCTH,
TpeOYIOIIMMH KOHIIEHTPALUY BHUMaHUS, HAPSKEHUS ICUXOMOTOPHBIX (DYHKIIHA.

4.8. HesxkesaTeJibHbIE peaKIUU

Pesrome mpoduist 0e3onacHOCTH

Haubonee ceppe3HpiMu HexenarenbHbiMH peakiusvu  (HP) y mamuentoB, momydaroniux
30JI€[POHOBYIO KHCIJIOTY MO 3aperuCTPUPOBAHHBIM IOKA3aHUSM, SBJSUIMCH: aHa(pUIaKTHYECKas
peaKius, HeXxeNnaTeJIbHbIE SBICHUS CO CTOPOHBI IJ1a3, OCTEOHEKPO3 YENIIOCTH, AaTUITUYHBIA epesioM
OenpeHHON KOCTH, GUOPUIUISIIS Ipeacepanii, HapyimeHne (yHKIIUU TT0YeK, peakiusi oCTpon (assl,
THMOKANBLUEMISI M1 MHTEPCTUIIMANIbHOE 3a0osieBanue serkux. Mupopmamus o gacrore HP npum
MIPUMEHEHHUHU 30JIEIPOHOBOM KHCIOTHI B 103€¢ 4 MI' OCHOBBIBAETCS, TJIaBHBIM 00pa3oM, Ha JaHHBIX,
MOJTyYCHHBIX MTPU MTPOBEACHUH JITUTENbHOMN Tepanu. HP, cBsi3aHHBIE C MPUMEHEHUEM 30JIEAPOHOBOM
KHCIIOTBI, OOBIYHO CJ1a00 BBIPAKEHBI U TPAH3UTOPHBI, MOAOOHBI TEM, O KOTOPBIX COOOIIANIOCH MPU
npuMeHeHnn apyrux OumchocdonatoB. Ot HP moryt HaOmomaTbCsi NpUOIU3UTENHFHO y TPETH
MAIUMEHTOB, MOJYYalONINX JICYCHHE 30JeAPOHOBOIN KUCIOTOH. CUMOTOMBI PEakIuu OCTPOi (a3bl
OOBIYHO PA3BUBAIUCH Yepe3 3 JHS TIOCie NPUMEHEHHS 30JIeIPOHOBOM KHCIOTHI: oO1iee
HeZoMOoranue, Oollb B KOCTAX, JHMXOpPaaka, O3HOO, TPUMNIONOAOOHBIA CHHIPOM U apTPUT C
MOCTICTYIONIUM OITyXaHHEM CYCTaBOB; OOBIYHO CHMIITOMBI Pa3peIlaiNCh B TEYEHHUE HECKOIBKHX
nueil. Taxxe yacto ormevanuchk Takue HP, xak aprpanrus u muanrus. OueHb 4acTO yMEHbILICHUE
MOYEYHOM KCKPEIMH KaJIBIUSI COMPOBOXKIAIOCh PE3KUM CHIDKEHHEM cojaepkaHust ¢ocdopa, uTo
MpoTeKano O0eCCUMNTOMHO U He TpeboBayio JiedeHHs. YacTo CHUKEHHE COACpkKAHMs KalbIUs B
CBIBOPOTKE KPOBH BIUIOTH JO Pa3BUTHUSl TUMOKAIBIMEMHH MOXET COMPOBOXKIATHCS OTCYTCTBHUEM
KIMHUYECKUX TPOSIBICHUI.

HNmeroTcs COO6HICHI/I$I 0 YacCThIX PCAKIHAX CO CTOPOHBI KCITYJOUHO-KUIICYHOI'O TpaKTa, TAKUX KaK
TOIIHOTA U pBOTA IIOCJIC BHYTpHBeHHOP’I I/IH(l)y3I/II/I SOHeﬂpOHOBOfI KHUCJIOTHI.

JlokanpHble peakiuu B MecTe MHQY3UHU, TaKhe KaK MOKPAaCHEHUE WJIM OTEYHOCTh W/WUIU OOJb,
Ha0II01aJTMCh HEYaCToO.

AHopekcus yacTo HabJ0Janachk y MalrdeHTOB, MOJIYYaBIINX 30JIEJPOHOBYIO KHCIOTY B 103€ 4 MT.
Craydan celli WM 3yJa OTMeYalIuch HedacTo. Kak m mpu mpuMeHeHuH JIpyrux ouchocdoHartos,
COO0OIIAIOCh O YaCThIX CIy4YasX KOHbIOHKTHBUTA.

Ha ocHOBaHHMM CyMMapHOro aHajM3a KOHTPOJIMPYEMBIX MCCIIEJOBaHUN COOOIIAIOCh O YacTOM
pa3BUTUH aHEMUU TSDKENOW cTemeHu (KOHLEeHTpauus remoryioonHa < 8,0 r/mi) y ManueHToB,
MIOJIYYaOIUX 30JE€APOHOBYIO KACIIOTY B 103€ 4 M.

Tabnmunoe PE3IOME HEXKENIATSIbHBIX pPeaKIIHi

HP crpynnupoBaHbl B COOTBETCTBUHU C KiIaccHU(UKaleld opraHoB U cucreM opranoB MedDRA, B
IpeAeNax KaxkJI0M TPyMHIbl MNEPEYUCIEHbl B TOPAJKE YMEHBIIEHHS YacTOThl BCTPEYAEMOCTH, B
npeAeiax KaKa0u MOArPYIIbl — B OPSIKE YMEHBIICHUS 3HAYUMOCTH.

Kpurepun onieHKH 4aCTOTHI BCTPEYAEMOCTH

oueHsb vacto (>1/10),

gacto (=1/100, no <1/10),
Heuacto (>1/1 000, o <1/100),
penko (>1/10 000, Ho <1/1 000),
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oueHb peako (<1/10 000), Bkaroyast OTAETbHBIE COOOIICHHSL,

Hapywenus co cmoponwl kposu u numgamuieckou cucmeml

Yacto Anemus
TpomOonmTOnEHNS

Heuacto pv H
JleikoneHus

Penxo [MTannuronenus

Hapywenus co cmo

OHbl uMMyHHOZZ cucmemal

Heuacto

PeaKI_[I/II/I THICPUYYBCTBUTCIIBHOCTH

Penxo

AHTMOHEBPOTUYECKUIN OTEK

Icuxuueckue Hapywernus

Yacro Hapymenue cua
Heuacto YyBCTBO TpEBOr'”
Penxo CnyTaHHOCTH CO3HAHUS

Hapywenus co cmo

OHbl H€p6H01j cucmemnsl

Yacto

lNonoBHas 6oib
[TapecTe3un

Heuacto

I'onmoBokpyxeHue
Jlucres3us
I'unecre3us
lN'unepecresus
Tpemop

Ouens penko

Cynoporu
l'unecresus u TeTanus (pa3BUBAIOIINECS BCIICICTBUAC THITOKATBITUEMIH )

Hapywenus co cmoponwvl opeana 3penus

Yacrto KoHBIOHKTUBUT

Heuacro «Pa3MBITOCTBY» 3peHUsl

Penxo VYBent

Hapywenus co cmoponul cepoya
bpanukapaus

Penxo

Aputmus (pa3BUBAOIIAsACs BCIEICTBUE TMIOKAJIBIIUEMUN)

Hapywenus co cmo,

OHbL COCYO08

Yacto

IToBeImenme APTCPHUAIBHOT'O OABJICHUA

Heuacto

CHmKeHne APTCPHUAIIBHOT'O JABJICHU

Hapywenus co cmo

OHbl ObIXAMENbHOU CUCIEMDbL, OP2AHO8 2PYOHOU KIemKU U CpedoCmenUsl

Heuacto

Opplka
Kamens

Penxo

WurtepcruninanbHas 00JI€3HB JTETKUX

Hapywenus co cmo,

OHbl cheﬂyaO’{HO'KMu/lellHOZO mpakma

Yacto

TommoTa

PBota

CHHKEHHUE allleTUTa
3anop

Heuacto

Huapes

boib B )xuBOTE
Jucnencus
Cromarur
CyxocTb BO pTY

Hapywenus co cmo

OHbL KOJCU U NOOKONCHBIX MKAHE

Yacrto

IToBEIIIIEHHOE TOTOOTAEICHUE

Heuacto

3yn
ChInib (BKJTIOYAsI S)PUTEMATO3HYIO M MAKYJIE3HYIO)

8




.
L

OTBETCTBYET 3KCT

ot 09.10.2025

AL

¥ R Nk

Hapywenus co cmo
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OHbL MBIUEYHOU, KOCIMHOU U CO€

bonr B xocTax

Muanrus

Yacro Aptpanrus
I'enepanuzoBannbie 60H
TyronoaBM>XKHOCTh CYCTaBOB
Hexkpo3 uenroctu

Heuacto

MBpllIe4HbIE CYA0POTH

Hapywenus co cmo

OHbl No4eK U MO'{€6bZGOa}ZWMX nymeﬁ

Yacto

Hapymienue GyHKIMN noyex

Heuacto

OcTtpas noueyHast HEIOCTATOYHOCTh
I'emarypus
[Iporennypus

Penxo

[TpnoGperennsbIil cunapom PaHKoHU

Obwue napywerus

u peaxkyuu 6 mecme 66e0eHUs

Yacto

Peaknus octpoii daser

[ToBblIIeHME TEMIIEpaTyphI TENA

I'punmonono6GHBI CHHAPOM (BKIIIOYAIONIMKI 00Iee HEAOMOTaHHEe, O03HOO,
YyBCTBO HEJIOMOT'aHUS, «IIPUIIUBbI»)

[Mepudepuueckue oreku

AcTtenus

Heuacto

Peakuust B Mecre BBeneHus (60ib, pa3apakeHue, OTEYHOCTb, YIUIOTHEHUE,
MMOKpPACHEHHUE)

bonb B rpyAHOM KIIETKE

YBenuueHue Macchl Tena

Penxo

APTPHT U OITyXaHHE CYCTAaBOB KAK CHMIITOM PEaKIIUH OCTPOH (ha3bl

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble

OueHp 9acTo

l'unodocharemus

IToBeImenue KOHLCHTpAUMXU KpCaTUHUHA 1 MOYCBUHBI B CBIBOPOTKH KPOBH

Yacto
I'mnokanprimemMus
T'unnomaramnemus
Heuacto
I'unokanuemus
I'mnepkanuemns
Penxo
I'unepHarpuemus

Cnenyer uMmeTh B

BUJYy, YTO NpU NPUMEHEHUH JApyrux OucpocpoHaTOB y MALUEHTOB C

6p0HXHaJ'IBH01>i aCTMOﬁ, YYBCTBUTCIIbHBIX K aeTUICATMIINIOBOM KHCJIOTC, OTMCYAIMCH ClIydanu

OpoHxocma3Mma,
HaOJII01aJIOCh.

OAHAaKO IpUu HNPUMCHCHHU 30J'IGI[pOHOB0171 KHUCJIOTBI JaHHOI'O SABJICHUSA HEC

Hescenamenvhvle peaxyuu no OaHHbIM CHOHMAHHBLIX OMYEMO8 U JUMEPAMYPHBIX COOOUeHUU
(vacmoma Heuzsecmua)

Hapywenus co

MMMyHHOZZ cucmembvsl

CMOPOHDL
P AHadunakTuyeckas peakius/moK

cucniemnsl

Hapywenus co cmoponul nepsnou

CoOHJIUBOCTH

3penust

Hapywenus co cmoponw opeana

ONHUCKIEPUT, CKICPUT W BOCTAIUTEIbHBIC 3a00JICBaHUS
OpOUTHI

Hapywenus co cmoponul cepoya

OulpUIIIALUS IpeIcep i

Hapywenus co cmopoHul cocy0os

CHmKeHHe apTepUalbHOTO JIaBJCHMs, NpPUBOASAIIEE K
0OMOpPOKY WM IUPKYJISATOPHOMY KOJUIAINICY, B OCHOBHOM Y
MAIMEHTOB ¢ (haKTOpaMH pUCKa
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Hapywenus co CMOopoHbl

OvIXamenvbHol cucmemvl, opeanos | BpoHxocmasm
2PYOHOU KNemKU U cpedOoCmeHUs
Hapywenus co cmoponul kodicu u
NOOKONCHBIX MKAHell

Kpanusauna

BresamHOoe BbIPAKCHHOC OIr'paHU4YCHUC IIOABHUKHOCTH

Hapywenus co CMOpPOHYL | CYCTaBOB W/WIM TSDKETMask M B HEKOTOPBIX — CIydasx
MbILUEYHOT, KOCMHOU U | OTpaHUYMBAIONIAS. TPYJOCIOCOOHOCTh 0O0JIb B  KOCTSX,
COeOUHUMENbHOU MKAHU CycTaBax W/WIIM MBIIIIAX, ATHIIMYHBIC TOJBEPTEIbHBIC U

nuaduzapHbie IepeaoMbl OeJPeHHON KOCTH

Onucanue OTACIBHBIX HCXCIIATCIbHBIX DeaKHI/Iﬁ

Hapywenus ¢pynxyuu nouex

[TpumeHeHHe 30J1eJPOHOBOM KUCIOTHI aCCOIMMPOBATIOCH C PAa3BUTHEM HApyIIEHHs (DYHKIIUH ITOYEK.
ITpu npuMeHeHny npenapara B KIMHUYECKUX UCCIEI0BAaHUAX C LEJIbI0 IPOPUIAKTUKU OCIIOKHEHUN
CO CTOPOHBI CKeJIeTa y NAIMEHTOB C PACIPOCTPAHEHHBIMH 3JI0KAYECTBEHHBIMU HOBOOOPa30BaHUSIMU
C MOpaXEHWEeM KOCTEH uacToTa BO3HUKHOBEHMS HapylleHHs (DYHKIUM I10YEK, CBSI3aHHOIO C
NPUMEHEHHEM IpernapaTa, pacipe/elieHa clieaymuM 00pa3oM: MHOXeCTBeHHas MuenoMma (3,2 %),
pak mpoctatsl (3,1 %), pak Mono4yHO# xene3bl (4,3 %), pak JerKUX U IPYrHe COJNUIHBIC OIMYXOJIH
(3,2 %). K daxropam, KOTOpbIe MOTYT YBEIMYHBATH PUCK YXYALICHUS (QYHKIIUH [TOYCK, OTHOCSTCS:
Jeruaparanus, IpeAlecTBYIOIIee HapylleHue QYHKIUU OYEK, MHOKECTBEHHBIE KYPChI JICUEHUS
30JICIPOHOBOM  KHUCJIOTOW WM ApyruMH  OucdochoHaTtamu, OTHOBPEMEHHOE NPHUMEHEHHE
HEe(POTOKCUYHBIX IperapaToB WJIM BBEAEHUE IIpernapara B TEYEHHE MEHBLIEro, YeM
peKoMeHyeMbli, iepuoaa BpeMeHu. OTMEUeHO yXyAleHHue QYHKIUU IOYEK, IPOrpeccCupoBaHUe
HapyleHus QyHKIMHU TOYEK BIUIOTh J0 MOYEYHOM HeI0CTaATOYHOCTH U HE0OXO0AUMOCTH ITPOBEICHHUS
reMojialin3a 1ocijie BBeJJeH!sI CTAPTOBON MJIM OJTHOKPATHOM J03bI 30JIEAPOHOBON KUCIIOTHI.

Ocmeonexpos

[Tpu neyenun Ouchochonaramm, B TOM YUCIIE 30J€APOHOBON KUCIOTOM, B OCHOBHOM Yy MAI[EHTOB C
OHKOJIOTMYECKMMH 3a00JI€BaHUSMHU OTMEYAINCh CIIy4au DPa3BUTHUS OCTEOHEKpOo3a (B OCHOBHOM,
YeJII0CTH, HO TaKXKe U APYrou JIOKaau3aluy, B T.4. Ta30BOM KOCTH, OEIPEHHON KOCTH U HapyKHOT'O
CIIyXOBOTO KaHajla). ¥ MHOTMX HallMeHTOB C OCTEOHEKPO30M YEIIOCTH OTMEYAINCh HPU3HAKU
MECTHOT0 MH(EKIIMOHHOT'O MPOLIecca, B T.4. OCTEOMHUETUT; B OOJILIIMHCTBE CBOEM TAKOBBIE CIy4Yau
OTMEYEHBI y MAIMEHTOB C OHKOJIOTHYECKUMH 3a00JIEBaHUSAMHM T10OCIIE SKCTPAKIMK 3y0a WM Mocie
CTOMATOJIOTUYECKHX  OMEpPATHBHBIX  BMemareidbcTB.  CyMIECTBYIOT  IIMPOKO  W3BECTHBIC
MHOYKECTBEHHBIE (PaKTOPBI PUCKA, IPEIPACIOoararoue K pa3BUTHIO OCTEOHEKPO3a YEIIOCTH, TaKHUe
KaK 3JI0KauYeCTBEHHBbIE HOBOOOpA30BaHMSA, OJHOBPEMEHHAs Tepamnus (Hampumep, XUMHUOTEPAIus,
aHTHAHTUOTEHHbIE Tpernaparbl, JiyyeBas Tepanus, TIIIOKOKOPTUKOCTEPOHUJbI) U COMYTCTBYIOLIUE
COCTOSIHMSL (HampuMep, aHEeMHs, KOaryjionaTud, WH(QEKUHH, NpellecTByomee 3adoaeBaHue
nojoctd pra). HecMoTps Ha TO, 4YTO NPUUMHHO-CIEICTBEHHAs CBsS3b HE YCTAHOBJICHA,
1enecooOpasHo u30erarb CTOMAaTOJIOTMYECKUX ONEpPAaTHUBHBIX BMEIIATENbCTB B  CBSI3U  C
BO3MOKHOCTBIO OTCPOUYEHHOTO BBI3ZIOPOBJICHHU. MIcX0/1 U3 JOCTYIHBIX TaHHBIX, YACTOTA Pa3BUTHS
OCTEOHEKPO3a YETIOCTH CBSI3HA C XapaKTepOM OIYXOJIH (paclpoCTpaHEHHbIN paK MOJIOYHOH JKEJe3bl,
MHOYECTBEHHAsI MUEJIOMa).

Peaxyus ocmpoti ¢pazv

JlaHHas HeXernaTenbHas peakius NpeAcTaBiIseT co00i KOMIUIEKC CHUMITOMOB: IIOBBIIICHHE
TEeMIIEpaTyphl Tema, 001as ci1abocTb, 60Ib B KOCTSIX, 03HOO, IPUIMIIONO00HBIN CHHIPOM.

OOBIYHO HAYMHACTCS B HUHTCPBAJIC <3 JHA IIOCJIC I/IH(bYSI/II/I 30HeﬂpOHOBOf/'I KHUCIOTHL. Peakiius Taxxke
YIOOMHHACTCA C UCIIOJIBb30BAHUEM TCPMHUHOB <<FpI/IHHOHO)IO6HBIe» WNIIN <«ITOCTAO30BBIC) CUMIITOMBI.
CUMIITOMBI OOBIYHO pa3peiaroTCs 4€pe€3 HCCKOJIbKO JTHEH.
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Quobpunnayus npeocepouli

COOTBETCTBYET ZKCNEPTHOMY OTHETY
IR

B o1HOM U3 KIIMHUYECKUX UCCIICIOBAHMIA TIPY PUMEHEHHH 30JI€IPOHOBOM KUCIOTHI B TCUCHHE 3 JIET
y MAIKUEHTOK C MOCTMEHOIAy3aJIbHBIM OCTEOIIOPO30M (B J103€ 5 MT' OJIUH pa3 B roJ1) o0IIas 4acToTa
pasButus GuOpULIAIIMKA Tpeacepauit coctarmsiia 2,5 % (96 denoek u3 3862) 1Mo CpaBHEHHIO C
19% (75 w3z 3852) B rpynme miuane6o. Yactora pa3BuTus GUOPWILIALMU Tpeacepaui,
COIIPOBOXAAIOIIEHCS TAKEJIBIMU T'€MOJMHAMUYECKUMHU HapylleHusMHu, coctasisia 1,3 % (51 u3
3862) 1 0,6 % (22 u3 3852) as1st 3051€APOHOBO# KUCIIOTHI U MJ1a11e00 COOTBETCTBEHHO.

[TomoOHBIN nucOamaHc HE OTMEYalCs B JAPYIHMX KIMHUYECKUX HCCIICAOBAHUSAX 30JI€APOHOBON
KHCJIOTBI, B TOM YHCJIE IPU IPUMEHEHUH 30J1€JpOHOBOI KUCIIOTHI B 103€ 4 MI OMH pa3 B 3—4 Henenu
y MAalUEHTOB C OHKOJIOIMYECKMMH 3a0ojeBaHusAMU. [IpyunMHa MOBBIMIEHHS 4YacTOTHl Pa3BUTHUS
¢ubpwsiuuy - npejacepauii Ha (QoHE TepanuMu 30JEAPOHOBOM KHUCIOTOM y THAlMEHTOK C
IIOCTMEHOIAY3aJIbHBIM OCTEOIIOPO30M B JaHHOM HMCCJIEI0BaHUU HE YCTAHOBJICHA.

COO6I_HCHI/IC O ITOA03PEBACMBIX HCKCJIATCIBbHBIX PCAKIIUAX

BaxxHo coo0mare O TOAO3PEBACMBIX HEKENATENbHBIX PEAKIUAX II0CIE  PErucTpaluu
JIEKapCTBEHHOI'0 IIpernapara ¢ Leblo 00ecrneueHUs] HeMpPepbIBHOIO MOHUTOPHUHIA COOTHOLICHHS
«I10J1b3a — PUCK» JIEKApCTBEHHOro Ipenapara. MeauIMHCKUM pabOTHUKAM pPEKOMEHAYETCS
coo01IaTh O JIOOBIX M0103PEBAEMBIX HEKENIATENIbHBIX PEAKIMAX JEKapCTBEHHOr0 IpenapaTa yepes
HAllMOHAJIbHBIE CHCTEMbl COOOILEHUS O HEXKENaTelIbHbIX pPEAKUUSAX TOCyJapCTB — YIEHOB
EBpa3suiickoro 3KOHOMHU4ECKOI0 COI03a.

Poccuiickas @enepanus

denepanbHas ciry:x0a 1Mo Haa30py B cepe 3ApaBOOXpaHCHUS

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl Iiioniaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnexkrponHas moura: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEIICKOMMYHUKAITUOHHOU cetu «aTepHETY:!
https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CHUMITOMBI

[Ipu octpoii mepeno3upoBKe 30JEAPOHOBOM KHCIOTONH (OTpaHHYEHHBIC JaHHBIE) OTMEYaIUCh
HapylieHus (PyHKIUU MOYEK, BKIOYAs TTOUYEYHYIO HEJOCTATOYHOCTh, H3MEHEHHUSI DJIEKTPOTUTHOTO
COCTaBa, BKIFOYAs CHIDKEHHE KOHIICHTPAIMH Kanblius, (hochaToB U MarHus B Ijia3Me KPOBH.

Jleuenue

HaI_II/IeHT, HOJ'Iy‘{I/IBIJ_II/Iﬁ A03Y Ipeliapara, MPpeBbIIIAIYI0O pCKOMCHIAOBAHHYIO, JOJIZKCH HAXOAUTBHCA
oA IMMOCTOAHHBIM Ha6J'IIOI[eHI/IeM. B CJIy4a€ BOBHMKHOBCHHS T'MITOKAJIBIUEMHAHN, COHpOBO)KI[aIOHIGI\/'ICﬂ
KIIMHUYCCKHUMU MPOABJICHUAMHU ITOKA3aHO ITPOBEACHUC I/IH(I)y3I/II/I KaJIbIIUs I'JIFOKOHAaTa.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHuYecKue CBOiicTBa

dapmakoTepaneBTHUECKass TpyIIa: CPeACTBa sl JIedeHUs 3a0o0JieBaHMs KOCTEH; CpeacTBa,
BJIMSIIOIME HAa CTPYKTYPY U MUHEpaJIM3aluIo KocTeil; ouchocdoHarsl.
Koxg ATX: MO5BAOS.

MexaHu3M AeiCTBUS
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3osieIpOHOBasl  KUCIOTa OTHOCHUTCS K Bblcoxoa(b(beKTHBHLm'-'Gﬁlw&%ﬁ %E%bg&rleﬂﬁﬁb

JCUCTBYIOIIUM Ha KOCTHYIO TKaHb, MOJABISISL PE30pOIMIO KOCTHOM TKaHH, BO3JEHCTBYS Ha
OCTEOKJIaCTBhI.

CenektuBHOe neiicTBue OuchocpoHaToB Ha KOCTHYIO TKaHb OCHOBAHO HA BBICOKOM CpOJICTBE K
MUHEPAJIN30BaHHONW KOCTHOW TKaHU. TOYHBIM MOJICKYJSAPHBI MEXaHH3M, OOeCIeYMBAIOIINMA
MHTUOMPOBAHNE OCTEOKIIACTOB, /IO CHX IIOP OCTAETCS] HEBBISICHEHHBIM.

dapmarkonmaamuueckue 3O GHEKTHI

3osieipOHOBasl  KHUCJIOTa HE OKa3blBaCT HEXKENATEIbHOIO BO3JACHCTBHS Ha (OPMUpPOBAHUE,
MUHEPAIN3ALUI0 1 MEXAaHUYECKHE CBOUCTBA KOCTH.

[ToMruMO WHTHOMpYIOIIErO JAEHCTBHS Ha PE30pOIMI0 KOCTHOW TKAHH, 30JIEAPOHOBAs KHCIOTa
o0aaeT MpOTHUBOOIYXO0JIEBBIMH CBOWCTBAMHU, 00ecreunBaOIUMU 3¢ (HEeKTUBHOCTH Iperapara npu
MeTacTas3ax B KOCTH.

In vivo: uHrnbupyeT pe3opOIrio KOCTHON TKaHH OCTEOKIaCTaMK, H3MEHSIET MUKPOCPEAY KOCTHOTO
MO3ra, MPUBOJUT K CHHUXKEHHIO POCTa OMYXOJIEBBIX KJIETOK; MPOSBIAET AHTUAHTHOTECHHYIO
aKTUBHOCTh. IlomaBieHHE KOCTHOW pe30pOIMH KIMHUYECKH CONPOBOXKIACTCSI, B TOM 4YHCIE,
BBIPOKCHHBIM CHI)KEHUEM OO0JIEBBIX OIIYIICHHI.

In vitro: uarubupyer mnposudepalyo 0cTe00JacTOB, MPOSBISET MPSAMYIO HUTOCTATHYCCKYIO W
MIPOANIONTOTUYECKYIO aKTUBHOCTb, CUHEPIHUYHBIN LUTOCTaTUYECKUM apdexT c
MIPOTUBOOITYXOJIEBBIMU IIpeNapaTaMy, aHTUAAT€3UBHYIO U aHTUMHBA3UBHYIO AKTUBHOCTb.

3onenpoHoBasi KUCIOTa, Onaromapsi CHHEprudeckoMy 3¢ ¢dekTy B KOMOMHAIMK C TOPMOHAJIBHON
Tepanued WIM XUMHUOTEepanueil MOAaBIsieT Mposudepannio U MHAYNUPYET aloITo3, OKa3blBaeT
HETIOCPEJICTBEHHOE MPOTUBOOITYX0JIEBOE JICHCTBHE B OTHOIICHUH KJIETOK MUEIIOMBI YEIIOBEKA U paKa
MOJIOYHOM JKEeJIe3bl, a TAK)KEe YMEHbBIIAET IPOHMKHOBEHUE KIICTOK paKa MOJIOYHOI JKeJe3bl YelIOBEeKa
qgepes3 3KCTpaHeJIJIIOJI$IprII>'I MaTpUKC, 4YTO CBUACTCIILCTBYCT O HAJIMYUHU Y HCC AaHTUMETACTATUICCKUX
cBoiicTB. Kpome Toro, 30ieapoHOBasi KHCIOTa MHTHOMPYET HPOIH(Epanuio KIETOK SHIOTEIHS
YCJIOBCKA U ) KUBOTHBIX N OKa3bIBACT aHTUAHT'MOI'CHHOC HeﬁCTBHC.

VY manueHToB ¢ paKoM MOJOYHOMU KeNe3bl, PAKOM MPEACTATENbHOMN Kelle3bl U APYTUMHU COTUIHBIMU
ONMyXOJSIMH C METAaCTaTHYEeCKHM IOPAKEHUEM KOCTHOH TKaHU 30JICAPOHOBAs KHUCIIOTA
MPEeIOTBPAIACT Pa3BUTHE MATOJIOTHYECKUX MEPETOMOB, KOMIPECCUU CIIMHHOTO MO3Ta, CHUXKAET
MOTPEOHOCTh, B TPOBEACHUU JIYYCBOW TEpaluU M ONCPATUBHBIX BMEIIATEIHCTB, YMCHBIIACT
OIyXOJIEBYIO THMepKanblineMuto. [Ipenapar cnocobeH caepKuBaTh MPOTPECCUpPOBAHKE OOJIEBOTO
cunapoma. JleueOHbIit 23 (PeKT MeHee BBIpaXKEH y MAIMEHTOB C OCTEOOJACTUYECKUMU OYaraMu, 4eM
C OCTEONUTHYECKIMH.

VY nanueHToB ¢ MHOKECTBEHHOW MUEJIOMOU M PAaKOM MOJIOYHOM KeJIe3bl IPH HATMYUH KAK MUHUMYM
OJTHOTO KOCTHOTO ouara 3(¢eKTUBHOCTh 30JE€IPOHOBON KHCIOTHI B J03¢ 4 MI CpaBHHMA C
aMUAPOHOBOM KUCIOTOH B 103€ 90 Mmr.

Y mauMeHToB ¢ ONYXOJEBOM THUIIEPKAIBLUUMEMHEN  JCHUCTBUE  30JIEAPOHOBOM  KHUCIIOTHI
XapaKTePHU3yeTC CHKEHUEM KOHILIEHTPAMU KaJblMs B CBIBOPOTKE KPOBH M BBIBEJICHUS KaJIbIUs
noukaMu. CpegHee BpeMsi JO0 HOpMaIM3alMy KOHLEHTPALMU KaJbIUs COCTABIIAET OKOJIO 4 AHEH.

K 10 gato comepkanue KambIusi HOpMmanusyercs y 87-88 % marmentoB. CpemHee Bpems 10
peuuauBa (CKOPPEKTHPOBAHHOE 10 aJbOYMHUHY COJIEpyKaHUEe KajbIMs CHIBOPOTKH KPOBU HE MEHee
2,9 wmmonb/n) cocraBnger 3040 nHel. 3HAuUMMBIX paznuyMil  Mexay 3(P(GEKTUBHOCTHIO
30JIEZIPOHOBOM KHUCIIOTHI B J103aX 4 U 8 MTI' IIpH JIEYEHUH TUIepKaTblIMEMUH HE HAOII01aeTCs.

I/ICCHGHOBaHI/IH HE BbIABIAKOT 3HAYUMBIX pa3m/1q1/1171 B OTHOIICHHMH 4YaCTOTbl U TIAXKECTU
HEeKeNaTEeNbHBIX SBICHUM, HAOMIOABIINXCS Y MAIIMEHTOB, MOJIYYaBIINX 30J€IPOHOBYIO KUCIIOTY B
no3ax 4 Mr, 8§ MTr, TaMUAIPOHOBYIO KUCJIOTY B 103€¢ 90 Mr miH mianebo Kak MpH JICUEHUH METaCcTa30B
B KOCTH, TaK ¥ IIPU TUIEPKAIBLIUEMHUH.
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5.2. dapMaKoOKHHeTHYECKHE CBOHCTBA

Hanaple 10 (hapMaKOKWHETHKE MPH MeETacTa3aX B KOCTH TOJNYy4eHBI TOCIE OJHOKPATHOH U
MMOBTOPHBIX 5- U 15-MuHYTHBIX UHQY3HUH 2, 4, 8 1 16 MT 30/1€IPOHOBOM KHCIOTHI y 64 MaIlMEHTOB.
dapMaKOKMHETUUECKHUE MMapaMeTPhl HE 3aBUCAT OT JI03bI IIpenapara.

[locne wHavanma WHQY3UHM KOHLIEHTpALUsS 30JIEAPOHOBOM KHCIOTHI B IUIa3Me€ KpPOBH OBICTPO
YBEJIMUUBACTCS, JOCTUTAsT MaKCUMaTbHOU KOHIEHTpAuH (Cmax) B KOHIIE HH(Y3HH, Jajee CICIyeT
ObIcTpoe yMeHblleHne koHueHTpauu Ha 10 % nocine 4 yacoB u Ha MeHee 4eM 1 % oT Cmax uepe3
24 4aca C TOCIIEOBATENLHO MPOJOHTUPOBAHHBIM TMEPHOAOM HHU3KHX KOHIICHTpAIMi, He
npesbimaromux 0,1 % ot Cmax, 10 TOBTOpHOI UH(Y3UK HA 28 EHb.

Pacopenenenune

[ToxazaHo HM3KOE CPOJICTBO 30JIEAPOHOBOM KUCIOTHI K KJIETOYHBIM KOMIIOHEHTaM KpPOBH, Cpe/iHee
OTHOIIICHWE KOHIIGHTPAIlMH B IEIHHOW KPOBHM K KOHIIEHTpaluu B Tuiazme cocrtaBiaser 0,59 B
nuanazone kKoHueHtpanuid ot 30 Hr/mu 1o 5000 ur/mn. CessbsiBaHue ¢ OelKaMH TUIa3Mbl KPOBH
HU3KOE, JOJNs HECBsA3aHHOU ¢pakmuu coctaBimsier 60—77 % © HE3HAYUTENIBHO 3aBHCUT OT
KOHIIeHTpanuu npenapara (ot 2 g0 2000 Hr/mn).

Buorpancdopmars

3oJe1poHOBasl KUCJIOTa HE MOJABEpPraeTcs MeTadoJIu3My U BBIBOJUTCS MOYKAMHU B HEU3MEHEHHOM
Buzie. [1o maHHBIM, MOMYYeHHBIM IN VItro, 30JeApOHOBAst KHCIOTa HE MHTUOMPYET H30(EPMEHTBI
cuctembl 1uToxpoma P450 uenoBeka u He mojaBepraerca OuoTpaHcGOpMAIUU, YTO IO3BOJSET
MPEIINOI0KHUTh, YTO COCTOSHUE (YHKIMU TICUYCHH HE BIHIET CKOJBKO-HHUOYIb CYIIECTBEHHO Ha
(hapMaKOKHHETHKY 30J1€IPOHOBOI KUCIIOTHI.

OnMMUHALNS

3oenpoHOBasl KUCIOTA, BBEIEHHAs BHYTPUBEHHO, BBIBOJUTCS MMOYKAMH B TPHU dTama: OBICTpOE
nByX(a3Hoe BHIBEACHHUE Mperapara U3 CHCTEMHOM IUPKYIIAIUY ¢ iepruoaaMu monyBsiBeaeHus (T1/2)
0,24 v u 1,87 4, u mmrenvHas (a3a ¢ KOHEYHBIM T1/2, coctaBistomuM 146 4. He oTrmedeHo
KyMYJISILIMU TTpernapara pu MOBTOPHBIX BBEJIEHUAX Kaxable 28 nHel. B Teuenue nepsoix 24 4 B Moue
obHapyxuBaetrcst 39 = 16 % BBeneHHOU 103bl. OcTanbHOE KOIWYECTBO IMpenapara B OCHOBHOM
CBA3BIBACTCS C KOCTHOM TKaHBIO. 3aTeéM MEMJIEHHO MPOUCXOAUT OOpaTHOE BBICBOOOKICHHUE
30JIEAPOHOBOM KHMCIIOThI M3 KOCTHOM TKaHU B CHCTEMHBIM KPOBOTOK M €€ BBIBEJCHUE MOYKAMH.
OO0mmii MmiIa3MeHHBI KIWPEHC mpemapara coctaBiser 5,04 +£2,5 /4 u HE 3aBUCUT OT JO3BI
rpenapara, rnosja, Bo3pacta, pacoBOU MPUHAIEKHOCTH U MACCHI TeJla AllUEHTA.

q)apMaKOKI/IHeTI/I‘ICCKI/Ie HCCIICOOBaHUA Yy ITAlIMCHTOB C FHHGpKaHBHHCMHGﬁ WM HapymICHUCM
(bYHKHHH NEYCHU HC MMPOBOANIINCH. Ilepe3 KUIICYHUK BBIBOJUTCA MCHEC 3% AO03bI IIpCIapara.

JInaeHOCTh (HEINMHEHHOCTE)

VYBenu4yeHue JUIMTENbHOCTH MHQY3uu ¢ 5 10 15 MHUH NpUBOAUT K YMEHBLICHHIO KOHIIEHTpAIUU
3051e1poHoBOM kucnoThl Ha 30 % B KoHIE MH(QY3UU, HO HE BIUSET Ha IUIOMIA[b MOJ KPHUBOMH
«koHLeHTpauus — Bpems» (AUC).

(DaDMaKOKI/IHeTI/I‘IeCKaﬂ-d)aDMaKOJIHHaMquCKaSI 3aBUCUMOCTh

Tloueunas neoocmamournocms

[Toueunslii KJIMPEHC 30JIEAPOHOBON KHUCIOTHI KoppenupyeTr c kiaupeHcoM kpeatuHuHa (KK) n
coctaBisieT 75 + 33 % ot KK, mokasarens coctaBui B cpeaHeM 84 + 29 mu/MuH. (auamnazoH 22—
143 mn/MuH.) y 64 AIMeHTOB, BKIIOUYEHHBIX B UCCIIEOBaHUE. AHAIHM3 TOMYJISIINH TI0Ka3all, 9TO y
NAIMEeHTOB C HapylleHHeM (QYHKUMHU Modek ymepeHHoil cremenu Tspkect (KK 50 mi/mun)
paccuMTaHHBIA KJIMPEHC 30JIEJPOHOBOM KHUCIOTHI cocTaBisieT 72 % OT 3HA4YeHUs KIMpeHca
30JIEZIJPOHOBOM KHUCIIOTHI Y MAllMEHTOB C KIIMPEHCOM KpeaTHHUHA > 84 MJI/MUH.
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crenenu (KK < 30 mui/MuH) orpaHu4eHsl.
Ileuenounas HedocmamoyHocmo

Her pnansbpIX, omuchiBaiomMX (apMaKOKUHETUKY 30JIeIPOHOBOM KHCIOTHI Yy TalUEHTOB C
HapylieHueM (yHKUWU reveHu. [1o JaHHBIM, MOJydeHHBIM IN VIitro, 30J1eIpoHOBas KUCIIOTa HE
UHTUONpYeT u30(pepMEHTHl CUCTeMbl IToxpomMa P450 denoBeka W HE MoOJBEpraercs
ouorpanchopmanuu. B uccienoBanusx y UBOTHbIX MeHee 3 % BBeIEHHOM J103bl 00HAPYKUBAIOCH
B (Qekanusax. BelieckazaHHOE MO3BOJSET MPEANONIOXKUTh, YTO COCTOSIHHE (YHKLIUU TE€YECHU
CYUIECTBEHHO HE BJIMSET HA (apMaKOKHMHETUKY 30JI€IPOHOBOM KHCIIOTHI.

pyaue ocobwvie epynnul

[To nanHBIM Tpex (aPMAKOKUHETHUYCCKHUX HCCIICIOBAaHUN y TAIMEHTOB C OHKOJIOTHYCCKUMU
3a00JIeBaHUSMU C METAacTa3aMH B KOCTH HE BBISBICHO BIIMSHUS Macchl Tejia, Bo3pacra (ot 38 1o
84 Jer), 1MoJy1a ¥ PacoBOM MPUHAIICKHOCTH HA KIIMPEHC 30JICIPOHOBOM KMCIIOTHI.

6. PAPMAILEBTHYECKHUE CBOUCTBA

6.1. Ilepeyenb BCOMOraTeJibHbIX BelIECTB

MasnauTon
Harpus nurpara nuruapar

6.2. HecoBMecTHMOCTD

Pa3BeneHHbII pacTBOp 30J€APOHOBOIM KHUCIOTHI HENb3sl CMEIIMBATH C JIPYTUMH JIEKaPCTBEHHBIMU
npenaparamu, pacCTBOpPamMu, COJAEPKAIMMU KAJIbIIUI WIIM IPYTUE IBYXBaJICHTHBIC KATUOHBI, TAKUMH
Kak pacTBop Punrepa makrar.

JlaHHBIM JIEKapCTBEHHBIM Ipernapar HeE CIeAyeT CMEIIMBaTh C JIPYTMMH JIEKAPCTBEHHBIMU
IIpenapaTamy, 3a HCKJIFOUEHUEM YIIOMSIHYTBIX B pazzaene 6.6.

6.3. Cpok rogHocTH (CpOK XpaHeHus)

HeBckpoIThI haakoH

3 roxa.

IIpuroroBiIEeHHBIN PaCTBOP

[TpuroToBneHHBIA PACTBOP CIEAYET BBOAUTH HEMOCPEACTBEHHO IMOCJE MPUTOTOBICHUA. [ OTOBBIN
pacTBOp MOXHO XpaHHUTh B XOJIOJMIIbHUKE TIpu Temnepatype oT 2 1o 8 °C He 6osee ueM 24 yaca.

[lepen BBeneHHMEM pPACTBOp CIEAYET BBLICPKAaTh B MOMEIICHWM A0 JOCTHKEHUS UM KOMHATHOU
TeMIepaTypsbl.

OOmiee BpeMsi MEXIy pa3BelleHUEM KOHIIEHTpaTa, XpaHEHHWEM HPUIOTOBJIEHHOIO pacTBopa B
XojnoauibHUKE mpu Temmeparype 5+3 °C M OKOHYAaHHMEM BBEAEHHS Ipenapara He JO0JKHO
MIPEBBINIATH 24 4.

Hewucnons3oBanuslit pactBop npenapara 30JIEJIAPT, octapuuiicst Bo pyiakoHe, IPUMEHSTh HENb3sl.
6.4. OcoObIe MepbI MPEAOCTOPOKHOCTH NPU XPAHEHUH

XpaHuTh Hpu Temreparype He Bbime 25 °C B OpUrMHAJIBHOW yrakoBKe ((pJIakoH B Mayke) s
3alUTHI OT CBETA.
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6.5. XapakTep u cojep:KaHHe YIAKOBKH

ITo 4 Mr neiicTByrOIEro BelecTBA BO (PJIAKOHBI U3 OECLBETHOI'O CTEK/IA, COOTBETCTBYIOILETO 1-My
ruzpoauTnaeckomMy kiaccy (Tun 1) BMectumocTsio 13,5 mil, yKyIiopeHHbIE pE3UHOBBIMU ITPOOKaMu
u3  xjopOyTuwikaydyka M oOXKaTble aQJIOMUHUEBBIMH  KOJMNAayKaMM C  IUIAaCTMAacCOBOM
[IPEIOXPAHUTENBHOM KPBIILIKON WK O€3 Hee.

Ilo 1 (bJ'IaKOHy BMCECTE C IMCTKOM-BKJIAAbIIIEM ITOMEMIAIOT B ITAYKY M3 KapTOHA.

6.6. Ocodble MepbI NPEAOCTOPOKHOCTH NMPH YTHIN3ALUUH MCIOJIH30BAHHOIO JIEKAPCTBEHHOT0
npenapara WM OTXO0J0B, NOJIYYeHHbIX MOcCJ/ie IPUMEeHEeHHs JIeKAPCTBEHHOr0 mpenapara, u
Apyrue MAaHUMYJISIMHU € MIPenapaTomM

HWHCTpYKIIUS 110 IPUTOTOBJICHUIO PacTBOpa JUJIs I/IHd)VSI/Iﬁ

PaCTBOp H€O6XOI[I/IMO TOTOBUTH B ACCIITUYCCKUX YCIIOBUAX. 4 mr PacTBOPUTHL B 5 M BOJAbBI JIA
WHBEKIIMHA, OCTOPOXXHO BCTPSAXHYTH O IIOJHOTO pacTBOpeHus. [lomydeHHBI pacTBOp C
HeoOxomumoit no30i pasBectu B 100 mi 0,9 % pactBopa Hartpust xjopuaa wid S5 % pactBopa
JeKCTpo3bl. Henb3st HCmoib30BaTh pacTBOP, COACPIKAIINN KaIbIIUH.

Ilepen BBemeHuEM pacTBOp, XPAHUBIIMICA B XOJOJWIIBHUKE, CIEAYET COIPETh IO KOMHATHOW
TeMIepaTypsbl.

[Tpurorosnennsiii pactBop npemnapata 30JIEJJAPT HeoOXoauMo BBOJUTH C HCIOJIB30BAaHHEM
OT/EJIbHON CHCTEMBI /1151 BHYTPUBEHHBIX HHPY3UH.

Yrunusanus

Becb ocraBminiicst J1e€KapCTBEHHBIM MpenapaT U OTXOJbI CIEAYET YHUUYTOXKUTh B YCTAHOBJICHHOM
MOPSIKE.

7. IEP/KATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHU A

Poccuiickas @enepanns

000 «<AMEJIAPT»

109316, r. MockBa, Bonrorpaackuit mpocnexT, a. 42, k. 24, stax 2, koM. 11.1
Ten.: +7(495) 741-46-65

dakc: +7(495) 741-46-65

Anpec anexTpoHHO# outhl: info@amedart.ru

7.1. IlpeacraBuTeNb AEpKaTe/Isl PETHCTPALMOHHOIO Y10CTOBEPEHUs

[Iperen3uu notpeduTeneit HaNPaBIATH 110 AJPECY:

Poccuiickas @enepanns

000 «<AMEJIAPT»

109316, r. MockBa, Bonrorpaackuii mpocrexT, 1. 42, k. 24, stax 2, kom. 11.1
+7(495) 741-46-65

info@amedart.ru

8. HOMEP (HOMEPA) PETUCTPAIIMUOHHOI'O YAOCTOBEPEHUS
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9. KATETOPHS OTITYCKA JEKAPCTBEHHOT'O IPENAPATA - EATENEHOCTE 0003)

JlekapcTBEeHHBIN MpenapaTr OTHOCUTCS K KATETOPUH OTITYCKA [0 PELenTY.

Oo6mas xapakrtepuctuka nexkapcrBeHHoro mpenapara 30JIEJJAPT moctynmHa B enmHOM peectpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBPa3MiiCKOro 3KOHOMHUYECKOTO CO03a M Ha

ounmansHOM caure YIIOJIHOMOYEHHOI'O opraHa (3xcnepTHOM OpraHu3alun)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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