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HUHCTE YK]_U/IHH OCNEOOBATENBHOCTE 0002)

IO MEAUITMHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

3osreapoHoBasn KucoTa-Depeitn®

PerucrpanuoHHbIii HoMep:
Toproeoe HanMeHoBaHMe: 30JeipoHOBas KHcToTa-Depeitn®
MesxayHapoaHoe HellaTeHTOBAHHOe WM T'PYIIIPOBOYHOe HAMMEeHOBaHUe: 30JIe/J[pOHOBAs
KHUCIIOTA
JlekapcTBeHHas dopMa: KOHIEHTPAT U IPUTOTOBJICHUS pAcTBOPA JIUIST HHY3HH
CocrtaB
Heiicmsyiouee seugecmeo: 305eipoHoBas kuciota (B nepecuete Ha 100 % BemectBo) — 4,0 mr;
scnomozamenvHuie eetyyecmea:; MaHHATON — 220,0 Mr, HaTpua nuTpaTa guruapar — 24,0 mr, Boja
TSI MHBEKIHH 10 5 MIL
Ormcanue
[Ipospaunas GeciiBeTHAS WM CJIETKa JKEJITOBATAs KUIKOCTh
dapmakoTepaneBTHUYeCKAs TPYIHIA: CPSJCTBA JIUIA JIeUueHU 3a00JeBaHUM KOCTEH; Cpe/ICTBa,
BIIMSIFOIIHE HAa CTPYKTYPY U MHUHEpaJIM3aIUIo KocTel; OucdocdoHaTsl
Kog ATX: M0OSBAO8
dapmakoIoTHYecKHe CBOMCTBA
DapmarxoounHamuxa
3oneipoHOBasT KHCIIOTa OTHOCHUTCS K BbICOKOd((eKTUBHBIM OucdochoHaTam, H3GHpATEIBHO
JEUCTBYIOIMUM Ha KOCTHYIO TKaHb. IlpemapaT mnojapnseT pe3opOIHMIO KOCTHOW TKaHHU,
BO3JICHCTBYSI HA OCTEOKIIACTHI.
CenektupHoe JelicTBue OuchocGoHATOB HA KOCTHYIO TKAaHb OCHOBAHO HAa BHICOKOM CPOJICTBE K
MUHEPATU30BAHHON KOCTHOH TKaHU. TOUYHBIM MOJICKYJAPHBIH MeXaHU3M, 0O0eCIeUHBAIOIUN
UHTUOUPOBAHNE AKTUBHOCTH OCTEOKJIACTOR, /IO CHX IMOP OCTACTCS HEBBISICHEHHBIM. 30J1e/IpOHOBAS
KHCITOTa He OKashIBaeT HEKEJIATEIHHOTO BO3JICHCTBUS Ha (GopMHUpOBaHHE, MHUHEPATH3AIHIO U
MEXaHUUYESCKHE CBOUCTBA KOCTH.
[Tomumo MHTHOHpYIOHMETO JSHCTBUS HAa Pe30opOIUI0 KOCTHOM TKaHHW 30J1€/IpOHOBAsl KHUCIOTA
o0afaeT NPOTUBOOMYXOJIEBBIMU CBOWCTBAMHU, 0OecTieuuBalOMUMH (P (PEeKTUBHOCTD Mpenapata
IIPU KOCTHBIX METacTa3ax:
- In vivo: uHTUOUpPYeT pe30opOIHI0 KOCTHON TKAaHH OCTEOKIACTAMHU, U3MEHSICT MHUKPOCPE1Y

KOCTHOI'0O MO3ra, IPHBOJUT K CHHXXCHHIO TEMIIAa pPOCTa OIIYXOJICBLIX KIICTOK IIPOABIIACT
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. (NOENEQOBATENEHOCTE 0002)
AHTHAHTHOTEHHYIO aKTHBHOCTE. [lo1ap/ieHre KOCTHOM pé%GﬂMﬁHﬁHhﬁCi&ﬂ:‘Ur‘lng‘BM&éTCﬂ,

B TOM YHCJIe, BEIpAKCHHBIM CHUKEHHEM OOJICBBIX OIYIISHHUH.

-In  vitro: uHTHOHUpyeT mnpoymdepanuilo  ocTeoONIacTOB, MPOSIBISIET  MPAMYIO
MUATOCTATUCTHYECKYIO M TMPOAMONTOTHYECKYI0 AKTHBHOCTh, CHHEPTHUSCKUH IMUTOCTATUYESCKHUU
s(pdexT ¢ NPOTUBOOMYXOJECBHIMU IpenapaTaMy; aHTHAATE3UBHYIO U AaHTUHHBA3UBHYIO
AKTUBHOCTb.
3onenpoHoBasi KUCIOTa, Oaroiapsi CuHeprudeckoMy 3P dexTy B KOMOUHAIUU ¢ TOPMOHAIBHON
WIM XUMUOTepanuel, NoJaBisieT mpoiudepanuio U HHAYLHUPYET alonTo3, OKa3bIBaeT
HEMOCPEJICTBEHHOE IPOTHBOOMYXOJICBOE JCHCTBHE B OTHONICHHU KJISTOK MHEIOMBI W paka
MosI0uHOH >kene3pl (PMOK) wenoBeka, a Takke yMeHbINAeT IIPOHHKHOBeHMe KileTok PMIK
YeJIoBeKa 4epes SKCTPALSIUIIOJISIPHBIM MATPUKC, 9TO CBUJACTEILCTBYET O HAJIMYMU Y Hee
AaHTUMeTAacTaTHYeCKUX cBoicTB. Kpome Toro, 3ojeApoHOBast KHUCIIOTa  HHTHOUpPYET
nponudepanuo KISTOK SHIOTEIHS YeJIOBeKAa M JKUBOTHBIX, OKA3bIBAeT AHTHAHTHOTCHHOE
NEeHCTBHE.

Y mamuentoB ¢ PMIK, pakom mpeacTaTeIbHOU JKeJie3bl U APYTUMH COJTUIHBIMU OIYXOJISIMU C
METACTATUYECKUM MMOPAKEHUEM KOCTSH 30JIe/IpOHOBAs KHCIOTAa MPeJOTBpAIlacT pa3BUTHE
MATOJIOTHYECKUX TIEPEIOMOB, KOMIIPECCHH CHHUHHOTO MO3Ta, CHHXKAeT MOTpeOHOCTh B
MPOBEJACHUU JIYYeBOM TepallMl M OINEpPATUBHBIX BMEIIATEIbCTB, YMEHBIIAET OIIYXOJIEBYIO
runepkaigsimeMuto. Ilpenapar cnocobeH cliepKUBaTh MporpeccupoBanue OOJNCBOTO CHHAPOMA.
JleueOnpiit >pdekT MeHee BBHIpAKEH Y TAIMSHTOB C OCTEOOJACTHUSCKHUMH OYaraMu, 4eM C
OCTEOJIMTUYECKAMH.
Y DnanMeHToB ¢ MHOMXeCTBeHHOM mueraomod u PMOK mpu HaimMuum Kak MHUHUMYM OJHOTO
KOCTHOTO o4ara 3 ¢$eKTHBHOCTH 30JI¢/IPOHOBOM KHCIIOTHI B J103¢ 4 MT CpaBHUMA C TAMHUJIPOHATOM
B go3e 90 mr.
Y TmanueHToOB ¢ OMYyXOJIeBOW THIMEpKaIbIIHEMHEH JeWCcTBHE TMpenapaTa XapaKTepHU3yeTcs
CHHIKEHHMEM KOHIICHTpAIIUU KaJIbIIHs B TUIa3Me KPOBH U BBIBEJICHMS KaJIbliusl moukamMu. CpeiHee
BpeMsl JI0 HOpMAJIM3allMd YpPOBHSI KaJlbLUsl cocTapiisieT okojo 4 cyrok. K 10-my gmio
KOHIICHTpAIMs KaJdblius HopMmaiauzyetcs y 87-88 % mamuentoB. Cpe/iHee BpeMsi /10 pelluauBa
(CKOppEKTHPOBAHHBIM MO adbOyMHHY YpOBEHb KalblMg IUIA3Me KpOBH He MeHee
2,9 wmmounb/m) coctaBimsier 30-40 gHel. 3HAUMMBIX pasTHuMid  MexAy S(PQPeKTHBHOCTHIO
30JIeIPOHOBOM KUCIIOTHI B 103aX 4 U 8 MT MU JIeUSHUH THIIePKATBIUEMUU He HaOIIO1aeTCs.
HccnenoBanusi He BBISIBJISIOT CEPHE3HBIX Pa3IMUMN B OTHOMICHHU YaCTOTHI U TIKECTH
HexenaTeNibHbIX peakiui (HP), mabmogaromuxcs y MalUeHTOR, MOJIYYABIIUX 30J1/IPOHOBYIO
KHUCITOTY B 03aX 4 MI ¥ 8 MT, maMupoHaT B J03¢ 90 MT win 1iane6o, Kak MpH JeUeHUH KOCTHBIX

METaCTa30B, TaK U 'HIICPKAJIIBIIUCMHUH.
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@apmaxoxuuemuka

Jlanabie 1o (apMakOKMHETHKE IMPH MeTacTa3aX B KOCTH MOJYUYSHBI IOCIE OJHOKpATHOH U
MOBTOPHBIX 5- ¥ 1 5-MuHYTHBIX HHY3Hi 2, 4, 8 ¥ 16 MT 30J1eAPOHOBOM KHCIIOTH Y 64 TAIIHSHTOB.
OapMaKOKUHETHUSCKHE MMapaMeTphl He 3aBUCSAT OT JIO3bI IIpenapara.

[Tocne Havana WHQY3UU KOHIEHTPALMS 30JIeIPOHOBOM KHCIOTHI B CHIBOPOTKE KPOBH OBICTPO
VBEJIMUHBASTCS, JOCTHUTAsl MHKAa B KOHIC HHQY3UH, Jajiee ciefyeT ObICTpoe YMEHBIIEHHE
KoHIeHTpauu Ha 10 % mocisie 4 4 u Ha MeHee yeM 1 % muka mocie 24 4 ¢ Toc/IeIoBaTeIbHO
IIPOJIOHTUPOBAHHBIM [IEPUOJOM HHU3KHUX KOHIEHTpaluu, He npesblmaromux 0,1 % ot
MaKCUMAIBHOHU 10 OBTOPHOH MH(Y3UHU Ha 28 JeHb.

Pacnpeocenenue

IlokazaHo HH3KOE CpOJCTBO 30JISIPOHOBOM KHUCIOTHI K KJIETOYHBIM KOMIIOHEHTaM KpOBH,
Cpe/iHee OTHOINEHHWE KOHIEHTpAIlUU B IeJbHOW KpPOBHM K KOHIIGHTpAI[UHd B IUIa3Me KPOBH
coctapysieT 0,59 B nuanazone konneHTpanui ot 30 uHr/mir qo 5000 /vt CesissiBaHue ¢ OeIKaMu
IUTa3Mbl KPOBU HHU3KOE, JIOJS HecBsi3aHHOM (pakimu cocTapisier 60-77 % W He3HAUUTEITHHO
3aBUCHT OT KOHI[SHTPAIHUH 30JIe/IPOHOBON KUCIOTHI (0T 2 0 2000 Hr/mMuT).
Buompancgopmayus/memadbonuzm

3osieipoHOBAS KUCIOTA HE TO/[BepraeTca MeTaboIM3My U BBIBOAUTCS MOUYKAMH B HEU3MEHEHHOM
suze. [lo qaHHBIM, TOMTYYSHHBIM {71 Vitro, 30JeIJpOHOBAs KUCIOTAa HE HHTHOUPYET U30(ePMEHTHI
cuctembl nuroxpoma P450 uernoBeka W He moaBepraetest SuoTpanchopMalii, 4T0 MO3BOJBIET
MPE/ONIOKUTD, YTO COCTOSTHUE (DYHKITUU MeUeHH He BIIMSET CKOJIBKO-HUOYAb CYIECTBEHHO Ha
(hapMaKOKHHETHKY 30JIe/IPOHOBOM KUCIIOTHL

Buigeoenue
3os1eipoHOBAST KUCIIOTA, BBEJACHHASI BHYTPHBEHHO, BBIBOJIUTCS TIOYKAMH B TPH dTama: ObICTpoe

nByxdazHoe BbIBE/ICHHE TIperapara U3 CUCTeMHOU IUPKYIALUMA ¢ TEpHOJAMHU TMOTYBBIBEICHUS
0,24 wu 1,87 9 u utuTensHas Ga3a ¢ KOHSUHBIM MIEPHUOAOM IOTYBBIBEACHUS, COCTABIISIFOINM 146
4. He oTMeueHO KyMYJISIITUU TIperiapaTa IMpu MOBTOPHBIX BBEACHUIX K ibie 28 qHel. B Teuenue
nepBbiX 24 4 B Moue oGHapykuBaercs 39 £ 16 % BBegeHHON M03bl. OCTANLHOE KOJTHUYSCTBO B
OCHOBHOM CBSI3bIBATCA € KOCTHOM TKaHbIO. 3aTeM MEJICHHO TPOUCXOJHUT OOpaTHOE
BLICBOOOIKICHHE 30JICPOHOBON KHCIOTHI M3 KOCTHOW TKAaHM B CUCTEMHBIM KpPOBOTOK W €€
BBIBEICHHE MOUKaMH. OOIUN TUTa3MEHHBIH KIIMPEHC 30JIeIPOHOBON KUCIOTHI cocTapsieT 5,04+
2,5 /9 U He 3aBHCHT OT JI03bI TIperapara, moJjia, Bo3pacTa, pacoBOt MPHHAUICIKHOCTH U MACCHI
Tella TalHeHTa. Y BeJUUYeHHEe BpeMeHH HHPY3uH ¢ 5 0 15 MHUH NPUBOJUT K YMEHBIICHHIO
KOHIICHTPAITUHU 30JIe/IpoHOBOM KucioThl Ha 30 % B KoHIle HH(Y3UH, HO HE BJIMSIET Ha IUIOMAIh

10J] KpUBOM «KOHIeHTpauusi-BpeMs» (AUC).
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MOCHIENARATE BLUOCTL 0AD)
DapMakOKHHETHUECKHE HCCIEOBAaHHs Y HAIlHeHTOB C' @hhqﬂka%%ﬁéﬂméﬁ:ﬁhﬁ-ﬁap'j}nféﬂheM

(YHKIIMY TIEUYCHU HE TPOBOJUINCH. Uepes KUIMISUHUK BBIBOJUTCS MeHee 3 % JI03bI Tpernaparta.
DapmaxkokuHemuKa 6 0cobvix CyUasnx

Hapyuienue pyHxyuy nedeHu

HeT naHHBIX, ONUCHIBAIOIUX (PAPMAKOKHHETHKY 30JIeIPOHOBOM KHCIOTHI Yy MAIUEHTOB C
HapymeHueM (YHKIUHN neueHn. [lo JaHHBIM, TIOTYYSHHBIM i1 Vifro, 30JIe[JpOHOBAs KHCIOTA He
UHTHOUpYeT u30(epMeHTHl CHUCTeMbl mHUTOXpoma P450 denmopeka W He TOJBepraeTes
6uoTpancopmanuu. B HCCIeAOBaHUSX Y JKHBOTHBIX MeHee 3 % BBEJCHHOM 03Bl
oOHapykuBajioch B (ekanusax. BellmeckazaHHOe TO3BOJISET TMPEANOIOKHUTH, UTO COCTOSTHHE
GYHKIIUH TIeYeHW HE BIMSICT CKOJIBKO-HHOYIb CYINIECTBEHHO Ha (PapMaKOKUHETHKY
30JIEIPOHOBON KHUCJIOTHI.

Hapywenue gpynxyun nouex

[ToyeuHsIfl KIHUPEHC 30JEAPOHOBOM KHUCIOTHI MOJOKUTEIBHO KOPPEIUPYET ¢ KIUPEHCOM
kpearuna (KK) u cocrapisier 75 + 33 % ot KK, cocrapisironiero B cpeineM 84 + 29 % (nuanazon
22-143 ywur/mMuH) v 64 TIAIUEHTOB, BKIIOUYSHHBIX B UCCIIC/IOBaHHE. AHAJN3 MOMY/ISAIUNA TTOKa3al,
4TO y MAIIHEHTOB C HapyNieHHeM (PYHKIIUK TIoueK yMepeHHou crenenu Tsoxectr (KK 50 vun/mun)
PACCUMTAHHBIM KIUPEHC 30JISPOHOBOM KHCJIOTHI COCTaBIsIeT 72 % OT 3HAUSHHs] KIMpEHCA
30JISIPOHOBOM KHCIIOTHI Y TAIIMCHTOB € KJIHUPSHCOM KpeaTHHHHA > 84 Mi/MuH. JlaHHBIC
(apMaKOKHHETHKH Y MALMEHTOB ¢ HapylmeHUeM (QyHKIUU mouek Tspkesiol creneHu (KK menee
30 M1/MHH) OTpaHHYCHEIL.

1lon, eozpacm u pacosas NPUHAONEICHOCHb

[To manHbIM TpeX (PapMaKOKWHETHUSCKHX MCCIICIOBAHUN Yy MAIIUEHTOB ¢ OHKOJOTHYSCKHMH
3a00JIeBAHUSIME ¢ METACTA3aMU B KOCTH HE BBISBJICHO BJIMSIHHS MAacChl Tesa, Bo3pacrta (oT 38 1o

84 51eT), moJia U pacoBOU NMPHUHAJISKHOCTH Ha KJIIMPEHC 30J1e/IPOHOBOM KHUCIIOTHI.

Ilokazanusa K IMPpHMEHECHHU IO

L4 MeTacTassl B KOCTH IIpH 3JIOKAQYCCTBCHHLIX COJIMIHBIX OITYXOJIAX (paK HpeZ[CTaTeﬂBHOﬁ
JKEJIE3BI, pakK MOJIOYHOM JKeJIe3bl U ,J;[pyme) H MHOXCCTBCHHAas MHCJIOMA, B TOM YHCJIC, IJIA
CHHIKCHHUS pUCKA IMMATOJIOTHUCCKUX TIEPEITOMOB, KOMIIPECCHUHN CITHHHOTO MO3r'a, THIICPKAJIbITUCMHHN,
06yCJ’IOBJ’ICHHOﬁ OIIYXOJIbIO, U CHWKCHHUA l'IOTpC6HOCTI/I B IIpOBCACHUHA queBOﬁ TCpaluu Wik
OIICPATUBHBLIX BMCIIATCIILCTB HA KOCTH.

® FI/IHepKa.HbI_II/IeMI/IH, 06YCJIOB.H6HH3.5I 3JIOKaYCCTBCHHBIMHU OITYXOJIAMHA (couepxcaHHe aHB6YMHH-

KOPPEKTUPOBAHHOTO KATBIIHS B CBIBOPOTKe KpoBH > 12,0 mr/mi [3,0 MMob/i]).

Hp OTHBOIIOKAa3aHUA
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JIFOOBIM APYIuM KOMIIOHCHTAM, BXOJANIHM B COCTaB IIpCIiaparTa.

° Hapymenue ¢pynkiuu modek Tsokenoi crenenu (KK menee 30 mur/mun).
. BepeMeHHOCTD U NEPHO/T KOPMIICHHUS TPY/IbIO.
° JleTckuit 1 MOAPOCTKOBBIN BO3pacT (3P PeKTUBHOCT B Ge30TIACHOCTh HEe YCTAHOBJICHBI).

C ocTopoxHOCTHIO

Eecnu y Bac o0nO w3 nepeuucnenHvix 3a001e6aHuil neped npuemom npenapama obsa3amenbHo
NPOKOHCY L MUPYUMECH C 8PAHOM.

C 0CTOPOKHOCTHIO IPUMEHSTH TIpenapaT y MallHeHTOB ¢ HapylmieHueM (YHKIIUU MOYeK JISTKOH U
ymepeHnHol crenenu Tsbkectd (KK > 30 Muy/mun).

CriegyeT coOII0aTh OCTOPOKHOCTD MPH OJJTHOBPESMEHHOM MPUMEHSHHH C JPYTUMH MpenapaTaMHu,
CITOCOOHBIMH  BBI3BIBATH THIOKAIBIIHEMHIO (HATIPUMED, AMHHOTJIMKO3H/IBL, KaJbIUTOHHH,
«TIETIICBBIE» IMYPETUKH) B CBSI3H C PUCKOM PA3BUTHS CHHEPTUUECKOTO d(deKTa, MPUBOIAMIETO K
TUIIOKAJIBIUEMHUH TSDKEJIOU CTEIIECHH.

C OCTOPOIKHOCTBIO CJE/yeT HNPUMEHSTh Ipernapar OJHOBPEMEHHO ¢ JIpPYTHMH IIpenapaTamu,
o0nagaom UMy He(pOTOKCHIHBIM ITOTSHITHAIOM.

C 0CTOPOIKHOCTBIO CIIEAYeT NMPUMEHATh OJHOBPEMEHHO ¢ AaHTHAHTHOTSHHBIMU ITIperapaTaMy B
CBSI3U C YBEJIMUEHHUEM PUCKA PA3BUTHUS OCTEOHEKPO3a YSIIOCTH.

Cobno1ath OCTOPOKHOCTh IPH MPUMEHEHHH V TAIMEHTOB ¢ HapylIeHHeM (YHKIHUH TeUYSHU
TSDKEJION CTEIICHHU B CBSI3H € OTPAaHUISHHOCTHIO IAHHBIX 0 MIPUMEHEHHUIO TIpenapaTa y MaiueHTOB
JTAHHOU KaTeTrOpHUH.

IIpumeHeHIie BO BpeMsi GepeMeHHOCTH U B TIePHO/I TPYIHOI 0 BCKAPMIIUBAHU A
bepemenrnocmeo

IIpuveHenne mpemapata 3oseApoHoBas KHeioTa-Depeitn® Bo  BpeMs  GepeMeHHOCTH

MPOTHBOTIOKA3AHO.
Pestome puckoe

Her naHHBIX 0 IPUMEHEHHH TIpeTIapaTa BO BpeMsi OepeMEHHOCTH Y YeJIOBeKa.

IIpy BO3HUKHOBEHHH OepeMEHHOCTH BO BpeMsi Tepamuu OuchochoHaTaMH BO3IMONKEH PHCK
(hopMUpOBaHUS BHYTPUYTPOOHBIX MOPOKOB PAa3BUTHUS IUIOJA (HANpUMEp, aHOMAJUH pa3BUTHUS
CKeJleTa W JIPYTUX aHOMAaJHi). 3aBHCHMOCTh pUCKAa OT BEJIMUHWHBI BPEMEHHOTO MPOMEKYTKA
MY TpeKpalieHHeM Tepanud OucdodoHaTaMHM W MOMEHTOM 3a4aTHsl, MYyTH BBSACHHS H
0cOOeHHOCTEH KOHKPETHOTO Mpenapara Heu3BeCTHA.

B wuccieoBaHUSX Yy OJHOTO W3 JBYX BHWJIOB JKHBOTHBIX MpPH TOJAKOKHOM TIPUMSHCHHUH
30JIeIpOHOBOM KHMCIOTHI B fo3e 0,2 MI/KT B CYTKH (PKCHO3UIUS, B 2,4 pa3za mpeBblaronias

OXKHUJACMYIO SKCITO3HITHUIO Y YCJIOBCKA 110 BEJIMYWHE AUC) OTMCYCHLI SIBJICHHUA TCPATOICHHOCTH B
5
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AHOMAJIUH pPa3BUTHS CKeJleTa; IPH NMPUMEHEHMHM B MHHHMMaidbHOH goze 0,01 MI/Kr B CyTKH
OTMeUeHa IUCTONH. B uccaeJoBaHusIX y IpyTroro BU/1a JKUBOTHBIX TAKOBBIX SIBJICHUHM OTMEUEHO
He OBLIO, OJIHAKO IpU NpHUMeHeHHH B Jo3e 0,1 MI/KT B CYTKH 3aperucTpUpOBaHBI SIBJICHUS
MATePUHCKOH TOKCHYHOCTH, KOTOpbIE ObIIIM CBs3aHbl JIMOO BBI3BAHBI THUIOKAJIbIIMEMHUEH,
HHAYIIUPOBAHHOH IperapaToM.

[TareHTOK ¢ COXpaHEHHBIM PENMpPOAYKTUBHBIM IOTCHIMATIOM HEOOXOJUMO MpeAyNpex/iaTh O
HeOOXOIMMOCTH MIPUMEHATH HA/IeHKHbIE METOAbl KOHTPALICTIIIUK BO BpeMs JICUSHUS IIpenapaToM
3onenponosas kucaora-Depein®.

Ilepuoo zpyornozo écxapmaueanus

HewnzpecTHO, IPOHUKAET JIM 30JI6IpOHOBAS KACJIOTA B IpyAHOe MoJIoKO. lIpumeHeHue npenapara
BoneaponoBast Kuciota-Depein® B MepHOJL IPYHOTO BCKAPMIMBAHHUS HPOTHBOMOKA3AHO.
Depmunvrocme

HeT naHHBIX O BIMSIHUH 30JI1eIPOHOBOM KHUCIOTHI HA (PepTHIILHOCTH Y USJIOBEKA.

B wuccieoBaHMAX Y JKMBOTHBIX TIPH IOJKOKHOM BBeJeHMH B Jo3e 0,1 MI/KT B CYTKH
30J1e/IpOHOBAsI KUCJIOTA MOJAaBIIsLIa (DepTHIBHOCT.

Crnioco6 nmpyMeHeHHA U 10361

IIpenapar 3oneapoHopas kucnoTa-DepeHH™ J0MKeH BBOJMTH TOJBKO KBANM(DUIMPOBAHHBIH
MeUIMHCKUHN IIepCOHAJI, ¢ ONBITOM BHYTPHBEHHOTO BBeeHUs OruchocdoHaToB.

IIpenapar 3osneaponosast kucioTa-Depeiin® He peKoMeHIyeTCsl CMEITHBATH C PACTBOPAMH,
CoJlepKalllUMK KaIbIIMM WJIM JApYTHe JABYXBAICHTHbIE HOHBI (HallpuMep, pacTsop PuHrepa).
IIpenapar 3oieponopas kuciota-Depeitn® ciieyeT BBOMTH BHYTPUBEHHO KalleJIbHO, B TEUSHHE
He MeHee 15 MUH, He CMelIHMBasi ¢ JPYTHMH IIperiapaTaMu.

CregyeT CKOppeKTHpPOBaTh JeTH/paTallHio y MAI[UeHTOB (IIpH €€ HAJIWYUH) Iepe]l BBeJSHHEM
npenapata 3oJepoHoBasi KuctoTa-Depein®.

Memacma3st 6 Kocmu COMUOHBIX 3/10KAYECINECHHBIX ONYXOell U MHONCECIMEEHHAA MUETOMA Y
63POCTBIX U NAYUEHINGE HONCUILO20 603DACA.

Pexomenpnyemas 103a coctasisier 4 Mr kakasle 3-4 Hepenu. CirefyeT JOIOIHUTEIEHO IPUMEHATh
Kanbui BHYTPS B J03¢ 500 Mr v Butamul D B 1o3e 400 ME B cyTkH.

Tunepransyuemus, o00ycio61eHHAA 3/10KAYECIMGCHHbIMU ONYXOAMU, )y 63POCTbIX U
RAUUEHMOE NONCUL020 603paAcma.

ITpu runepkanbiueMUH (CKOPPEKTUPOBAHHOE 10 aJIb-OYMHMHY CO/Iep/KaHUE KAJIBIUS B CBIBOPOTKE
KpoBH = 12 MI/m1 win 3 MMOJIB/JI) peKoMeHyeMas OJHOKpaTHO BBOAMMAs J03a Ipemapata

cocrapiisieT 4 mr. Ilepen unu Bo BpeMst HHPY3HH clieAyeT 00eCTIeUnTh a/IeKBATHYIO THAPATAIIHIO

IIannucHTA.
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(MOCNEOOBATENEHOCTL 0002)

Hayuenmer c Hapyuwienuem yHxkyuU nouex

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Tunepkanvyuemus, 00ycio61eHHAA 310KAUECMBEHHBIMU ONYXOJIAMU

[TaruenTaM ¢ KOHIIEHTpallMed KpeaTUHUHA B CHIBOPOTKE KpoBH MeHee 400 Mkmomns/n wm < 4,5
MI/T He TpeOyeTcest KOPPEKIMH pesKuMa JO3ZUPOBAHUS.

Memacma3sst 6 KOCrmI COMUOHBIX 3/10KAYECIMGEHHBIX ONYXO0ell L MHONCECMECHHAA MUETOMA
ITepen HawasioM Tepalluy IperapaToM y BeeX MAI[UEHTOB CJIEAYeT OIPe/IeIUTh KOHLIEHTPAIIHIO
KpeaTHHHHA B chIBopoTKe KpoBu U KK.

Jloza npemapara 3ot jpoHoBast Kuciaota-DepeiiH® 3aBUCHT OT HCXOHOTO KIMPEHCa KPEaTHHHHA,
paccuntanHoro mo dopmyse Kokpodra-I'onta. IlpoTHBomokasaHo IpuUMeHeHHE IpemapaTa y
HAIUSHTOBR ¢ HAPYUISHUSIMU (PYHKIIUU [TOYESK TSDKEJION CTeIICHH (3HAUSHUSI KIIMPeHCAa KpeaTHHUHA
<30 mur/'mun). (cM. pazaes «/[pomueonoxazanus»)

PCKOMeHHyeMbIC JO3bI ¥ MMAITUCHTOB € HAPYIICHUCM (bYHKHI/II/I MOYEK JICTKOH U CpC}.‘[HCﬁ CTCIICHHU

TSDKSCTH (3HAUCHUS KiHMpeHca kpeatuHuHa 30-60 MII/MUH) TIpUBE/ICHBI HIDKE.

Hcexonnoe 3HaueHUE KIMpEeHCAa KpeaTHHHUHA Pexomennyemas 103a
(MIT/MUH) 30JIe/IpOHOBOM KUCIIOTHI
> 60 4,0 mr (5,0 Mu1 KOHIIEHTpATA)
50-60 3,5 mr (4,4 MJI1 KOHLIEHTpATA)
40-49 3,3 mr (4,1 MJI KOHIIEHTpaTa)
30-39 3,0 mr (3,8 MJI KOHIIEHTpaTa)

Ilocme wmaugana Tepalliu CJCaAyeT IIPOBOJUTH OIIPCACIICHHC KOHICHTpallMH KpCaTHHHHA B
CBIBOPOTKS KpPOBH IICPCI BBCSACHHCM KaxKIoH J03BI IIpfIiapara. HpH BBISIBJICHHH HapyHICHHUS

®

(GYHKIMM TIOUSK OuepeHOE BBEACHHE Ipemapara 3ose[poHoBas KucioTa-OepeiH” cieayer

OTJIOXNKHUTh. B KIMHMYECKHX MCCICOBAHUAX YXY/ANICHHe (QYHKIHMH TOYeK OIpeessuin
CIEIYIOMUM o0pazoM:
-y [AMEHTOR ¢ MCXOJHOW KOHIICHTpallUeW KpeaTHHHHA B ChIBOPOTKE KPOBH B IIpejesiax
HOPMBI (< 1,4 MI//10T) — YBeJIMUSHUE KOHIICHTPAIIMHA KPSaTUHHUHA B CHIBOPOTKE KpoBH Ha 0,5 mr/mit;
-y [allHEHTOB C OTKJIOHSHUSAMH HCXOJHOM KOHIIEHTPAIlMH KPeaTHHHHA B CBIBOPOTKE KPOBHU
oT HOpMBI (> 1,4 MI/1) — yBeJIMUeHUE KOHIICHTPALMU KpeaTHHUHA B CHIBOPOTKE KpOBH Ha 1
M/ L.
Tepanuto npenapatom 3oepoHoBas kKucaoTa-Depein® Bo30GHOBIIOT TOJIBKO MOCIIE TOTO, KaK
KOHIIEHTpallusl KpEaTHHHHA B CHIBOPOTKE KPOBH JIOCTHIAeT 3HaueHHMH B mpexenax + 10 % ot

HCXOHHOﬁ, B TOH Ke JA03¢, KOTOopasd IPUMCHAIACE A0 MPEPhIBAHUA JICUCHUAA.

Hucmpykuyusa no npuzomoenenuio pacmeopa 0 uHysui
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Ilepen uudy3ueh clieqyeT MOMOIHUTEIHHO aCTBoppiJr—}l‘—“ Hp-l%rr;'[')a‘?'“ﬂdﬂe’ bOHOBAA KitttoTa-

Depeiin®, konuentpat 4 Mr/5 mi, B 100 vt 0,9 % pacTBopa HaTpHsi XJIOpU/Ia WK 5 % pacTBOpe
JeKCTpo3bl. PacTBop cilelyeT TOTOBUTH B aceNTHYECKUX YCIOBHAX. llojydeHHBIH pacTBOp
cJIelyeT BBOJUTH HEIIOCPEACTBEHHO MIOCJIE IPUTOTOBJICHHSL.

®

PactBop mpemapata 3oneapoHoBas kucioTa-DepedH™ He cilelyeT CMEIIUBaTh ¢ JIOOBIMH

JIPYTHMH JIEKADCTBEHHBIMH TIpenapaTamu. IIpemapar 3oienponoBasi kucioTa-Depein® mHe
ClIelyeT CMeNIUBaTh € KaKUMHU-JIUOO pacTBOpaMHM, COJIEpIKAIUMH KalbIUH WM JIpyTue
JBYXBaJICHTHbIE HOHBI, TAaKUMHU Kak pacTBop PuHrepa saxrar. IIpuroToBiIeHHBIH pacTBOp

BOHGHPOHOBOﬁ KHCJIOTHI HBOGXOIIHMO BBOOUTH C HCIIOJIB30BAaHHUCM OTHGHLHOﬁ CUCTCMBbI JIs1

BHYTPUBEHHBIX HHY3UH.

Ilodounoe neiicTBUE

HauGonee cephe3HBIMU HeKeNaTeNbHBIMU peakiusiMu (HP) y manueHTOB, TOMYYArOMIHX
npenapar 3oJepoHoBas KHAcioTa - epeiH® Mo 3aperncTPUPOBAHHBIM TTOKA3AHHAM, SBJILIACH:
aHa(UIIAKTHYECKAs peaKtsl, HeXkeslaTesIbHbIe peaKIluU cO CTOPOHBI OpTaHa 3peHHsI, OCTEOHEKPO3
YeIIOCTH, ATUIHUYHBIM TepesioM OelpeHHOM KOCTH, (GUOpWUIAIUS Hpeacep/ud, HapylleHUe
(GYHKIMK [OYEK, peakiust ocTpor (aszpl u runokanbimemusi. Madopmaius o yacrore HP mipu
IIPUMEHEHHH TIperapata 30J1eipoHoBast KuciioTa - ®epein® B 103¢ 4 MI OCHOBBIBAETCS, IJIABHBIM
o0pa3oM, Ha JaHHBIX, TMOJIYYSHHBIX IPU MPOBEJCHUHU JyIUTeIbHON Tepanuu. HP, cBssannble ¢
IIPUMEHEHHEM TIperapaTa 3oJie/[poHoBasi Kuciota - Depedn®, 0OBIYHO c1ab0 BBHIPAKEHBI H
TPAH3UTOPHBIL, 110/TOOHBI TEM, O KOTOPBIX COO0IAIOCH IIPU IPUMEHEHUHU Jpyrux OucdochoHaTos.
Otu HP moryr HabmonaTbes NpUOIH3UTEIBHO V TPETH MALUCHTOB, MOJIYYAIONUX JICUCHUE
npenapatoM 3osenpoHoBas KuciaoTa - Oepedn®. CHMITOMBI peakiMu ocTpoit ¢asbl 0ObIIHO
Pa3BHBAIKCH 4epe3 3 JHA MOCJe NMPUMEHEHHs Mpenapara 305epoHoBas kucioTa - Oepeiin®:
ofmiee HeJoOMOTaHUe, O0MIb B KOCTSAX, IUXOPaKa, 03HOO, TPUMIIONOT00HBIM CUHIPOM U apTPHUT €
HOCTISTYIONIUM OIyXaHHEM CYCTAaBOB; OOBIYHO CHMIITOMBI Pa3peIlaInuch B Te€USHHE HECKOJIBKUX
nauen. Taxoke gacto otMeyanuch Takue HP, kak apTpanrus u muanrust. O4eHs 4acTo yMEHbIICHHE
HOYESUHOH SKCKPIMH KIbLIUS COMPOBOXKIAIOCH PE3KUM CHHKEHUEM cojiepskaHus pochopa, uto
IpOoTeKasio G6CCHMITOMHO B He TpeboBaso jJedeHHs. YacToe CHIKSHHE COJICPIKAHUS KaJIbIUs B
CBIBOPOTKE KPOBH BIUIOTH JO pPAa3BUTUSA TUNOKWIBIIMEMHH COIPOBOXKIAJIOCH OTCYTCTBHEM
KJIMHUYECKHX IIPOSIBIICHHUH.

Hmerotes cooOmeHHs 0 YacThIX PEeaKIMIX CO CTOPOHBI JKEJIYI0UHO-KUIISUHOTO TPAaKTa, TAKUX

Kak TOoHOIHOTa H pBOTa, IIOCIIC BHyT‘[)I/IBeHHOﬁ I/IH(IJYSI/II/I Ipenapata 30J'IeZ[p0HOBa}I KHCJIOTa-

Depeitn®.
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JlokanbHbIe peakiuu B MecTe MH(Y3UH, TAKUg Kak noi@'aén&hé‘mﬁ TTeHTHOCTS ﬁ/ﬁﬂtﬁﬂ*’%bﬂb,

HaOJII0IAJIUCE HEYACTO.

Anopekcus 9acTo HabJI0a1ach y NAIllUeHTOB, MMOJIYYAaBIIUX MpernapaT 30JieipoHOBasi KMCIOTa-
Depeiin® B 103¢ 4 MT.

Cirydau chIllF WIH 3y[a OTMeUalIuch HeyacTo. Kak u ipu npuMeHeHUH Apyrux 6ucdocdonaTos,
co00IMAaIOCh O YaCThIX CIYYasiX KOHbIOHKTHBUTA.

Ha ocHOBaHHH CYMMAapHOT0 aHaJIW3a KOHTPOJHMPYEMBIX HCCIICTOBAHUHM COOOIIATIOCH O YaCTOM
PA3BUTHH aHEMHH TSDKEJION CTeneHHW (KOHIeHTparus reMoriaobuna < 8,0 /1) v marueHToB,
MOJYYaloMUX — TpemapaT 3oiefpoHoBas Kuciaotra - Depein® B o3¢ 4 wr.
HP crpynnupoBaHsl B COOTBETCTBUU ¢ KJIaccU(pHUKaIied opraHoB u cucteM opranos MedDRA, B
npesesiax KakAoH IPYIIIbI EpeUUCICHbI B MOPSAJKe YMEHBIICHUSI YacTOThl BCTPSUASMOCTH, B
npezesax Kaxiod HOArpyIIbl — B HOPs/IKe YMEHbIISHUS 3HAUUMOCTH.

Kputepun oIeHKH YacTOTHI BCTPEYAEMOCTH: o4YeHb YacTo (= 1/10), wacto (= 1/100, < 1/10),
HevacTo (> 1/1000, < 1/100), peaxo (= 1/10 000, < 1/1000), ouens peaxo (< 1/10 000), Bxirogast
OT/IeJIbHBIE COOOIICHHUS.

Hapywienus co cmoponvi kpoeu u mumgamuieckoll cucmemsi. 4acTo — aHEMHs, HEYacTO —
TPOMOOITUTOIICHUSL, JISHKOTICHUST, PeIKO — MAHIIUTOTICHHUSI.

Hapywenus co cmopouvl UMMYHHOU Ccucmemvi! HEYaCTO — PpEeaKIMH IOBBIIMICHHOH

THIIEPUYBCTBUTSIILHOCTH, PEIKO — AaHTHOHEBPOTHUYSCKUH OTEK.

Heuxuueckue HapywieHus: 4acTo — HApYIICHHE CHA, HEYACTO - UYBCTBO TPEBOTH; PEIKO —
CIIyTaHHOCTH CO3ZHAHMSL

Hapyuwienus co cmopoHvl HepeHol cucmemul: 9acTo — ToJIoBHAs 00Jib, MApECTE3UH; HEYACTO —
TOJIOBOKPY)KEHHE, JUCTEB3Us, TMIIECTE3Us], THIEPECTesns, TPEMOp;, OYeHb PEeIKO — CYAOPOTH,
TUIIECTE3US U TeTaHUs (Pa3BUBAIOI[UECS BCIIS/ICTBHE THIIOKAILIIUEMUH).

Hapyuwienus co cmoponst Op2ana 3peHus: 9acTo — KOHBIOHKTUBHUT; HEUAaCTO — «Pa3MBITOCTh)
Hapyuwenus co cmoponst cepoya: peiko — OpaJuKapIns; apuTMust (pa3BUBAIOMANACS BCIISICTBHCS
THITOKATIbIIHSMUH).

Hapywenus co cmoponst cocyoos: 4acTo — MOBBIMICHHE apTepUAIbHOTO JIaBICHUS;, HEYaCTO —
CHID)KEHHUE apTepHAJIbHOTO JIaBICHHUSL

Hapywenus co cmopoHsl ObIXAMENbHOU CUCTEMbL, OPSaHOE SPYOHON KNemKi U CPeOOCMEHUA!
HEeYacTO — OJIBINIKA, KalleJb; peKO — MHTepCTHIMAIbHAs GOJIe3Hb JISTKHUX.

3pEHUS;, PEIKO — YBEUT.

Kenyoouno-xuuieynvie HapywieHus: 4acto — TOIIHOTA, PBOTA, CHI)KGHME alllleTUTa, 3arop;

HSYaCTO — auapesd, 00JIL B JKUBOTC, JUCIICIICHA, CTOMATHUT, CYXOCTH BO PTY.
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Hapyuwenus co cmopoHbl KOJICU U NOOKOICHBIX manent Halro S BihEnHoe ‘HoTod Hieetiue;

HEYacTO — 3y/I, ChIIlb (BKJIFOYAsi SPUTEMATO3HYIO U MAKYJIE3HYIO).

Hapyuienus co cmoporvt Mulie O, CKeNemHOoll 1 COeOUHUMENLHOI mKaHu: 9acTo — OOJIb B
KOCTSIX, MHAJITHSL, apTPaJiThs, TeHepaJIu30BaHHbIE OOJIH, TYTOMOABMIKHOCTh CYCTABOB; HEYACTO —
OCTEOHEKPO3 UEJIFOCTH, MBIIISYHBIE CY/IOPOTH.

Hapyuienus co cmopoHsl nouex 1 MoYesble00aUx nymeii; 9acTo — HapymeHUus PyHKIHH MMOYCK;
HEYacTo — OcTpas MOYeYHAs HEJOCTATOUYHOCTh, T'eMATypHs, TPOTSHHYPHUS; TPUOOpETCHHBIN
cuHpoM DaHKOHH.

Jlabopamopuvie u uHcmpymeHmanoHele OaHHble: O4YeHb 4acTo — runodocdaTeMus, 4acTo —
IOBBINICHHE KOHIEHTPALlUU KPeaTHHHHA U MOYEBHUHBI B CHIBOPOTKE KPOBH, I'MIIOKAJILIIUSMUST,
HEYaCTO — TUIIOMATHUEMHSI, TUIIOKAJIUEMUS, PEKO — TUIIepPKAJIUEMUs], TUIICPHATPUEMHUSI.

Obwue paccmpoiicmea u HAPpYyUIeHUsl 6 Mecme 66edeHus: 1acTo — peakiius ocTpoi ¢assl,
MOBBIMICHHE TEMICPATyphl Teja, TPUNIOMOAOOHBIH CHHApOM (BKIIOYAlONUNA  oOriee
HeJJOMOTaHHe, O3HOO, UYBCTBO HEJOMOTAHHS, «IIPUJIHMBBI»), TiepupepUuveckue OTeKH, aCTCHHS,
HEYacTo — peakluu B MecTe BBefAeHHUs1 (Ooyib, pas3JpakeHHE, OTSUYHOCTh, VIUIOTHEHHE,
oKpacHeHue), 60Jib B IPY/IHOM KJIeTKe, YBEJIMUCHHE MACChl Tejla, peKo — apTpUT U OIyXaHHe
CYCTaBOB KaK CHMIITOM PEaKIIUH OCTPOH (ha3bl.

CrnegyeT UMeTh B BHJY, YTO TIpU NPUMEHEHHH Jpyrux OuchocGoHATOB y MALUSHTOR C
OpOHXHMAJILHOW aCTMOM, YYBCTBUTEIBHBIX K AlleTHJICAIMIWIOBONH KHMCIIOTE, OTMEUAJINCh CIydai
GpoHxoOcTa3zMa, 0JJHAKO MPH NPUMEHEHHH TIpenapara 3onepoHoBas Kuciora- Depeitn® ganHOrO
SIBJICHUS He HaOJII0Ja/IOCh.

Hexcenamenvrsie peakyuu HO OGHHOIM CHOHMAHHLIX OMHYEMOE U JIUMEPAMYPHLIX
coobuienul (nacmoma Heuzeecmna)

Hapyuienus co cmoporst UMMYHHOU cucmemsl. aHapUIaKTHIECKAsT PeaKIusy/ MOK.

Hapyuienus co cmoponvt HepeHOIL cucmemyl! COHITUBOCTb.

Hapyuienus co cmoponvl Opeana speHus: SIACKICPUT, CKISPUT U BOCHIATIUTEIbHbIE 3200 IeBaHuUs
OpOHUTHI.

Hapyuienus co cmoponst cepoya: GuOpHLIANNA MpecepIuil.

Hapyuienus co cmoponsl cocyoos: CHWKEHHE apTepHAILHOTO [aBICHHS, MPUBOJSIIIEE K
0OMOPOKY WJIH ITUPKYSITOPHOMY KOJIJIATICY, B OCHOBHOM Y TTAIIMEHTOB ¢ (pakTopaMu pUCKa.
Hapyuienus co cmoponvt ObixamenbHOu Cucmembvt, OpeaHos cpyoHOU KIemKy U CPeOOCMEHUR!
OpoHXOCTIA3M.

Hapyuienus co cmopoHst KOJICH 1 NOOKOACHBIX MKAHEN ! KpalluBHHUIIA

Hapyuienus co cmopoHbl MbluedHOl, CKeNemHol U COCOUHUMENbHOU MKaHY! BHE3AIHOS
BBIpQJKEHHOE OTpaHUYCHHE TOABM)KHOCTH CYCTaBOB W/HJIM TsDKeJasl U B HEKOTOPBIX CJIydasix
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OCOENOBATENLHOCTE 0002)
OTpPaHHYMBAOIIASL TPYAOCHOCOOHOCTL O0JIb B KOCTSIX, '-@c&aﬁlejmjﬁ-‘ ?th‘—Mﬂim'ﬂa'tX,' ATHTITHbIe

MOABEpTENIbHbIE U JUadU3apHbIS TISPETIOMBbI OSIPEHHOM KOCTH.

Onucarue omoeib HbLX HENCENAMENbHBIX PeaKyuli

Hapyuienue gynxyuu nouex

IIpuMeHeHMe TpemapaTa 3oiepoHOBas KucioTa - Mepeitn® acconmupoBagach ¢ pa3BUTHEM
HapyiieHuss GyHknuu mouek. lIpu mpuMeHeHUH Npemapata B KIMHUYSCKUX HCCIEOBAHUSX C
[EJIbI0 MPOQUITAKTHKH OCIOIKHEHUN CO CTOPOHBI CKeJieTa Y MAIUCHTOR ¢ paclpoCTpaHeHHBIMU
3JI0KAYECTBEHHBIMH HOBOOOPA30BAHMUSIMH ¢ IOpPaKeHUEM KOCTeHM, YacToTa BO3HUKHOBEHUS
HapymeHuss (QYHKIMHA TI0YeK, CBA3AHHOTO ¢ TPUMEHEHHMEM TIpemapara, pacmpejeieHa
ciaeayromuM oOpazoM: MHOXKeCTBeHHas1 Muesoma (3,2%), pak npoctathl (3,1%), pak MoIoYHOH
sxenessl (4,3%), pak Jerkux U Apyrue coiuanbie omyxoiu (3,2%). K dakropam, KoTopbie MOTYT
VBEJIMUUBATh PUCK YXYANICHUSI (PYHKIUU TOYEK, OTHOCITCS: JeTHUApATAIUS, NpeAllecTBYIOee
HapylieHHe (QYHKIUH TOYSK, MHOXKECTBEHHBIE KYpChl JICUSHHS MpemapaToM 30JIepOHOBAs

kuciaota - @epein®

Wik ApyruMu  OucdochoHaTaMu, OJHOBPEMEHHOE TIPUMEHEHHUE
He(pOTOKCHYHBIX IIpeNapaToB WM BBEJACHHE IIpenapaTa B TeYeHHE MEHBIIEro, 4YeM
peKOMEHAyeMbIH, Iepro/ia BpeMeHH. OTMeUYeHO yXy/AIeHUe (QDYHKIMH 0YEeK, IPOTPECCUPOBaHUE
HapymeHus: (yHKIUU [OYeK BIUIOTH O IMOYSYHOM HEJOCTATOUHOCTH M HeOoOXOAMMOCTH
IIPOBE/ICHUSI TEeMOJHAIN3a II0CJIe BBEJESHUSA CTApTOBOM MJIM OJHOKpAaTHOM J103bI IIpemapara
3oe[poHoBast KucjIoTa - Mepein®.

Ocmeonexpos uenocmu

Ipu nevenun GuchocdonaTaMu, B TOM YHCIE TipenapatoM 3oeApoHopas kuciaoTa- Oepeitn®,
OCHOBHOM Yy MAIlMEHTOB ¢ OHKOJIOIMYECKHUMHM 3a00JIeBaHHSMH OTMEYaIUCh CIIyY4au pPa3BUTHS
OCTEOHEKpO3a (B OCHOBHOM, YeJIFOCTH, HO TaKXKe M JPYroH JIOKAJIU3alluH, B T.4. TA30BOH KOCTH,
OeipeHHOM KOCTH M HApYXKHOTO CIYXOBOTO KaHaja). Y MHOTHX HAaI[HEHTOB ¢ OCTEOHEKPO30M
YeJIIOCTH OTMEYAJIUCh NPU3HAKU MECTHOTO MH(MEKIIMOHHOTO IMpoIlecca, B T.4. OCTCOMHUEININT, B
OOJBIIMHCTBE CBOEM TaKOBbIE CIyYal OTMEUEHBl Yy TALUEHTOB C OHKOJIOTHYSCKUMH
3a00JIeBaHUSIMUA  T10CJIe SKCTpAaKIMU 3y0a WM TOC/e CTOMATOJIOTHYECKUX OIepaTHBHBIX
BMeImaTe/IbeTB.  CymecTBYIOT —[IHPOKO M3BECTHBIE MHOXKECTBEHHBIE (aKTOphl pPHCKA,
IIpe/Ipaclojiaraloniue K Ppa3BUTHIO OCTEOHEKpO3a YeJIIOCTH, TaKHe KaK 3JI0KaueCTBeHHBIS
HOBOOOpPA30BaHUS, OJHOBpEeMEHHAsl Tepamnusi (HalpUMep, XHMHOTEepalus, aHTHAHTHOTEHHBIS
Ipemnapatsl, JIyueBas Tepalus, IJIIOKOKOPTHKOCTEPOHBI) W CONYTCTBYIOIIHE COCTOSHHSA
(HampuMep, aHEMMsI, KOaryJIoIaTHH, HHPEKIUH, IpeAIecTByIomee 3a00IeBaHUe MTOJIOCTH PTA).
HecmoTpst Ha TO, 4TO NMPUUMHHO-CIICICTBEHHASI CBSI3b HE YCTAHOBJICHA, 11eJIecooOpasHo uzberath
CTOMATOJIOTHYECKHUX OIEPATHBHBIX BMENIATeJILCTB B CBS3M € BO3MOXKHOCTBIO OTCPOYEHHOTIO

BBI3IOPOBJICHHUS. Hcxona uz AOCTYIIHBIX AJAaHHBIX, YaCTOTa PasBUTHA OCTCOHCKpPO3a YCIIIOCTH
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CBSI3aHA ¢ XapaKTepoOM OIYXOJH (pactpocTpaHEHHBIN ﬂﬂé:ﬁo}g%i%%‘iﬁ_e%%f NirdmeCTHemHas

MHEJIOMA).

Peaxyus ocmpoii ghazul

JlaHHasi HexeaTelbHAsl PeaKIusl IpeCTaBisAeT CoO0OM KOMIUIEKC CHMIITOMOB: TOBBINICHHE
TeMIepaTypbl Tesia, oOmas ciabocTh, O0Jb B KOCTSIX, O3HOO, TPHIIIONOJOOHBIH CHHJIPOM.
OObIYHO HAUMHACTCS B MHTepBasie < 3 qHS mocie HHGY3UHU npenapata 30JeipOHOBAsT KHCIOTA-
Depeitn®. Peaknus Takke YHOMHMHASTCS ¢ UCTIONB30BAHMEM TEPMHHOB (TPHIIONONOGHBIEY HIIH
«IIOCTAO030BbIe CUMIITOMBIY. CUMIITOMBI OOBIYHO pa3pelIatoTCs Yepe3 HECKOJIbKO JTHEH.
Qubpunnayus npedcepouii

B ognoM U3 KIMHUYECKUX UCCIICIOBAHUH MIPU IPUMEHEHHUH 30JIC/IPpOHOBOM KUCIIOTHI B TCUSHHE 3-
X JIeT Y MAI[HeHTOK ¢ MOCTMEHOTAY3aJIbHBIM OCTEOIOPO30M (B 03¢ 5 MT OJIMH pa3 B roj) obmasi
JacToTa pa3BUTHS (PUOPWUIANMM TIpefacepaui coctapiisuia 2,5% (96 dvemosek u3 3862) mo
cpapaeHHio ¢ 1.9% (75 w3 3852) B rpymnme miare6o. Yactora pasButdsa (QUOpHILISIIAU
IpeJICep/IUi COTPOBOK/TAIONIEHCS TSDKEIBIMUA TeMOTHHAMUYSCKUMHU HAPYIISHUIMHU, COCTABIISLIA
1,3% (51 u3 3862) u 0,6% (22 u3 3852) 111 3051eIpOHOBOM KHCJIOTHI U TUTa1e00 COOTBETCTBEHHO.
[TooGubIit AucOanaHc He OTMEYaJcsl B APYIHMX KIMHHYECKUX HCCIICTOBAHUSX 30JIeJPOHOBON
KHCJIOTHI, B TOM 4HCIIe IPH IPUMEHEHHH TipenapaTa 3oje/ipoHopast Kuciota- Qepeitn® B 1o3e 4
ML OJIMH pa3 B 3-4 HeAeld y MAllMEHTOB C OHKOJIOTHYECKUMH 3aboseBanusiMu. llpuunna
HMOBBINICHUS] 9acTOTHI pa3BUTUSl PUOPHWUIANMK Tpeacepaui Ha (QoHe TepalHH 30JIePOHOBOMN
KHCITOTOH y MAIHEHTOK ¢ MOCTMEHOTAY3aJbHBIM OCTEOTOPO30M B JJAHHOM HCCIICIOBAHHUH HE
YCTaHOBJICHA.

Eecnu nobvie u3 yxazauHulx 6 UHCMPYKYuU nobouHulx s¢hghexmos ycyeyonawomes, umi Bul
samemuny nobvie opyaue nobodHvie 3ghpexmol He YKA3aHHbIE 6 HHCMPYKYNUUL, coodmume 06 3mom
epauy.

Ilepeno3upoBka

Ilpu ocTpo¥ mepelo3HpoBKe Ipenapara (OrpaHUYEeHHbIE JaHHBIE) OTMEYAJIHMCh HApPYIICHH
(YHKIUU 1O0YeK, BKIIOYAS MOYSUHYIO HETOCTATOYHOCTh, H3MEHEHHUS HISKTPOJIUTHOTO COCTABa,
BKJIIOUAsI CHUIKEHUE KOHI[CHTpAI[UU Kajbius, ¢ocaToR U MarHus B Iuiazme kpoBu. Ilanuenr,
MOJIYIMBITHH 103y Tpemaparta, MPEeBBIMIAIONIYI0 PEKOMEHTOBAHHYIO, TOJIKSH HAXOIUTHCS MO
MOCTOSIHHBIM HaOoieHueM. B cilydae BOSHUKHOBEHUS THIOKATBIIHEMHH, CONIPOBOK/IAOISHCS

KJIMHUYICCKUMHU IIPOABJICHUAMH, ITOKA3aHO IIPOBCACHUC I/IH(1)y3PII/I KaJIbIIH: TJIFOKOHATA.

BzaumonelicTBie ¢ APYTUMH JIeKAPCTBEHHBIMH CpeicTBAMHU
PexomMenayercs cobII0aTh OCTOPOKHOCTD MPU OJHOBPEMEHHOM MpUMEHEHUH OucdochoHaTOB ¢

AMHHOTIJIUKAa3HJaMH, KaJIbITUTOHUHOM n KIICTJICBBIMH» AUYpPETHUKAaMHU, MMOCKOJIBKY
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COOTBETCTBYET 2KCNEPTHOMY OTUYETY

ot 10.10.2023 N= 20041

% MOCOEOOBATENEHOCTE Q002
OJIHOBPEMEHHOE JISUCTBUE STHX MpernapaTon OﬂBﬂﬂe‘lQ;r yggﬂ;l’qeﬂﬁel\h-'ﬁbbﬁohﬂ(ﬁﬁmslﬂécm

CHUIKCHHS COACPKaHUS KaJIBIHUs B IIJIa3ME KPpOBH.
OCTOpO)KHOCTI) H606XOD;HMa Ipu OJHOBPCMCHHOM IIPpUMCHCHHH IIpCIiapaTa 30.He,[[pOHOBa${

kucnorta-Depein®

¢ TMpemapaTaMH, MOTEHIIMOHAIBHO OOJIaJalONMUMU HE(PPOTOKCHUSCKUM
HNeHCTBHEM.

HeoGxomumo coOuiro/laTh  OCTOPOIKHOCTH TPHU OJIHOBpEMEHHOM TIpUMEHEHHH TIperapara
3onepoHoBast kuenoTa- Pepeitn® ¢ HHTUOHUTOPAMH aHTHOTEHE3A B CBSI3U ¢ HOBBIIEHHEM YacTOThI
CIIy4aeR Pa3BUTHS OCTEOHEKPO3a YEIIFOCTH.

IIpu oJHOBpeMeHHOM TIPHMEHSHHMH ¢ TpemapaToM 3ojeJjpoHoBas KuciaoTa-Depeiin® apyrux
YacTo TPUMEHSIEMbIX JISKAPCTBEHHBIX TPENapaToR (MPOTHBOOIYXOJIEBbIE CPE/ICTBA, TUYPETUKH
[3a ucKIIOUCHUEM «IETVICBBIX»|, AHTUOMOTHKH, AHAJBIETHKH) KAKUX-IHOO KIMHUUYESCKH
3HAYUMBIX B3aUMOJICUCTBUH HE OTMEUCHO.

IIpy KOMOMHHpOBAaHHOM IIPpUMEHEHHH TIpemapaTa 3olefpoHoBas kueioTa-Depeitn®™ ¢
TATUIOMUIOM He TpeOyeTcsl KOppPeKIHH 03bl 30JISIPOHOBOM KHCIOTHL, 3a HCKIIOYSHHEM
IPUMEHEHHs Y TAIUEHTOB ¢ HapyHmieHHeM (YHKIMM TOYEK JISTKOM M YMEpeHHOH CTEeNeHH
Tspkectd. KomOGunnpopannoe npumMenenne tamgaomuaa (100 mr wiam 200 Mr 1 pas B CyTKH) U
npenapata 3osepoHoBas KuciaoTa-Depeitn® (4 Mr) y HaIMEHTOB ¢ MHOMKECTBEHHOH MHEIOMO
CYII[ECTBEHHO HE BJIMsIET Ha (PapMaKOKHHETHKY 30J1e/IpoHoBOM kucioThl 1 KK.

D apmayeemuyeckoe 63aumModeiicmeie 1 60NPOCsL COMECHUMOCHU

PaspefieHHBIH pacTBOp MpemapaTa 3oeqpoHoBasi KuciaoTa-Depein® Henp3s cMemmBaTh ¢
UH(QY3UOHHBIMU PACTBOPAMHU, COASPIKAIIMMH HOHBI KaJIbIUs, HAIpUMeEp, pacTBopoM Punrepa.
IIpu ucnonb3oBaHUM JUIsL BBEGHHUS IIpenapata 30ie/poHOBast KUcHoTa-DepeHH®R CTeKIISTHHBIX
(dbmakoHOB, WHPY3HOHHBIX CHCTEM W MENIKOB pAa3HBIX THIIOB, M3TOTOBJCHHBIX W3
MOJTUBUHUWIXJIOPH/IA, MOJIMATHIICHA W TOJUINpONWIeHa (TpeABapuTeabHo 3amoiaHeHHbIX 0,9 %

pacTBOpOM HaTpus Xijopuaa WM 5 % pacTBOpOoM JeKCTPO3bl) KAaKUX-TUOO TIPU3HAKOB

HECOBMECTUMOCTH € 30JI6/IPOHOBOM KUCIOTON He 0OHAPYIKEHO.

Oco0ble yKkazaHus
[Tepen undysueit npenapara cieayeT yOeIUTHCS B aJeKBAaTHOM IHMparaluM manueHTa. [lpu
HeoOX0IUMOCTH pekoMeHayeTes BBeleHue 0,9 % pacTBopa HaTpHsI XJIOpH/IA TIepe]], MapaIeIbHO

WIH Tocle HMHQY3MH Ipenapara 3oielpoHoBas KkucioTa - Depeiin®

. Caenyer wusberaTth
THUIIEPTH/IpaTallii U3-3a PUCKA BOZHUKHOBEHHS OCIIOXKHEHUH CO CTOPOHBI CePASUHO-COCYIUCTON
CHUCTEMBI.

[locme BBeJeHHWs Npemapata 3oieApoHoBas KuciaoTa- DepeiH® HeOGXOMHM MOCTOSHHBIM

KOHTPOJIb COJASpKaHUS KaJdbIHs (CKOPPEKTHPOBAHHOTO Mo ansOymMuny), ¢ocdopa, marHus u
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COOTBETCTBYET 2KCNEPTHOMY OTUYETY
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(]

MGENENOBATENBEHOC TS 0002)
KOHI[CHTPAIlUd KpeaTHHWHA B  CHIBOPOTKE KpOBHI;HI"HpDIL%;BH’ITHIiIlE“Fﬂﬁokaﬂféﬂﬂeﬂdﬂﬂ,

runogocdaTeMuH WM THIIOMArHUEMUH MOJKET BOZHUKHYTh HEOOXO0IUMOCTh B KPATKOBPEMEHHOM
JOTIOJTHUTEIFHOM BBEJCHUH COOTBETCTBYIOIMX BEHMECTB. Y TMAalMEHTOB ¢ HeJIeUeHHOU
THMepKaIbIUeMHeH, KaK IpaBUIo, UMeeTCs HapylleHue (PyHKIUH MOoYeK, IMOATOMY HEoOX0auM
TIATeIbHBIM MOHUTOPUHI (PYHKIUY MTOYEK Y JAHHOH KaTeropHu GOJILHBIX.

IIpy peleHHH BONPOCA O JICIEHHH MPENapaTtoM 30JeipoHoBas KucinoTa- Oepeiin® y marueHToB
¢ KOCTHBIMH METacTa3aMHM ¢ LEJIbI0 CHIDKCHHSI pHCKA TIATOJIOTHYECKHX M1epeIOMOB, KOMIIPECCHH
CIIMHHOTO MO3ra, THIEepKaJIbIMeMUH, 0OYCIOBICHHON ONYXOJbl0, M CHUXKEHHUS MOTPeOHOCTH B
IIPOBEICHUH JIYUeBON Tepaluy WK ONIEPATHBHBIX BMEIIATEILCTB Ha KOCTH, CJIe/IyeT IPUHUMATD
BO BHUMAaHHUE, UYTO TepaneBTUUecKUH 2 (PekT HacTynaeT yepes 2-3 Mecsla ocjie Hauaia JeueHus
IIpernapaToM.

Hapywenue gynxyuu nouex

HmeroTess OTAenbHbIE COOONICHHMSI O HapyHIeHHH (YHKIUH HouYek Ha (POHE TPUMEHEHUS
o6ucdochonaror. K ¢daktopam pucka BOZHHKHOBEHHUS TOJOOHBIX OCIOXKHCHHH OTHOCSATCS
JeTHApaTalys, HpeAIIecTByIOMee HapylleHHe (QYHKIMM II0Y9eK, MHOTOKpATHOE BBEJCHHE
npenapaTa 3oepoHoBas KuciaoTa- Oepeitn® uma apyrux 6ucdocdoHaTOB, a TaKKe NPUMEHEHHE
He(POTOKCHUHBIX JICKAPCTBEHHBIX CPeACTB, M CJIMIIKOM OBICTpOe BBeACHHE IIperaparta.
HecMmoTpst Ha TO, YTO PUCK BBIMIEONMMCAHHBIX OCIOKHEHUHM CHHMIKAESTCS NPH YCJIOBUHU BBEJCHUS
IpemnapaTa B /o3¢ 4 MI' B TeUeHUE He MeHee 15 MUHYT, BO3MOXKHOCTL HapyIIeHUs PyHKIIUU TIOYEK
coxpaHseTcs. OTMEUAINCh CIy9ad YXYAIICHHS (QYHKIMM TMOYeK, HApyMIeHUsT (QYHKIUH TOYCK,
IIPOrPeCCHPOBAHUS HAapyLIeHHs] (PYHKIMHM IIOYEK BIUIOTH /0 IOYSHYHOM HEAOCTATOYHOCTH H
BO3ZHUKHOBEHHUsI HEOOXOAMMOCTH B IPOBEACHUM IeMOJUAIN3A IIPU MEPBOM HJIHM OJHOKPATHOM
IpUMEHEHUH TIpenapaTa 3o/epoHoBast kuciioTa- Oepeiin®.

ITopbImeHHe KOHIEHTPAIIUN KpeaTHHHUHA B CBIBOPOTKE KPOBHU TaKoke HaOJI01aeTCsl Y HEKOTOPBIX
HAIASHTOR IIPH JUIUTEILHOM IIPUMEHEHUH TIpenapara B peKOMEHYEMBIX /103aX, XOTs ¢ MeHbIIeH
Y4acTOTOH.

CriegyeT IpoBOJUTE ONIPE/ISJICHHE KOHIISHTPAI[UU KpeaTHHUHA CHIBOPOTKH KPOBH I1epe | KaKIbIM
BBE/ICHHEM Iperapata. Y MAIMeHTOB ¢ HapylmeHHeM (PYHKIIMH TOYEK JIeTKOH W yMEpCHHOM
CTEIICHH ¢ MeTacTa3aMH COJUJHBIX 3JIOKAYeCTBEHHBIX OIYXOJeH B KOCTH M MHOXKESCTBEHHOMU
MHEJIOMOH peKOMeHIyeTcsl IIpUMeHeHHe Goslee HU3KON cTapTOBOHM JIO3bI Mpemnapata (CM. pas/el
«Cnoco0 mpuMeHeHHs U J103b1»). [Ipu BbIsBIIeHHWEe NPU3HAKOB HApyIIeHUS (YHKIHHU IOYEK Ha
(oHE TepamUH TMpemapaToM JICUCHHME CJISAYeT BO3OOHOBJSTH TOJBKO IIOCTE TOTrO, Kak
KOHIIEHTpALUs KpeaTHHUHA JOCTUIaeT 3HaueHuH B mpejesax + 10 % oT uexo HOU BEJIMYUHBI
(eMm. pazmen «CrmocoObl NpUMEHEHHS W [103bl»). lIpuMeHeHMe mpemapaTa y MalUEHTOB ¢
HapyIIeHUEM IT0YeK TsDKEJION CTeNeHU NIPOTUBOIIOKA3aHo (cM. pasfen «lIpoTuBomokazaHus»).
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COOTBETCTBYET 2KCNEPTHOMY OTUYETY
ot 10.10.2023 Nz 2(

(NOCNEAQOBATENEHOCTE 0002)

Ocmeonexpos

Omucanel CIIydyad OCTCOHEKPO3a YCIIOCTH, B OCHOBHOM Y MAIIMEHTOB € OHKOJIOTHYECKHMH
3a0osieBaHMsIMH, Ha (oHe JeueHus 6uchocdoHaTamMu, B TOM YUCIE MpeHapaToM 30JeApOHOBas
KHCIOTa.  MHOTHE W3  TakMX  [AllMEHTOB  MOMyYaJId  OJHOBPEMEHHYIO  Tepaluio
[JIFOKOKOPTHUKOCTEPOUIaMH WIIM XUMHOTEpAIHio. Y MHOTHUX IAIIUEHTOB MMM MECTO IPU3HAKU
MECTHOTO MH(EKIIHOHHO-BOCTIAJIMTEILHOTO MPOLEcca, BKII0YAs OCTCOMHUCIINT.

B ximHHYeckol mpakTuke HauboJiee YacTO PA3BUTHE OCTEOHEKpO3a UYSIIOCTH OTMEYaJoch Y
HAI[UEHTOB ¢ PAaCIpOCTPAaHEHHBIM PAKOM MOJIOYHOH >Kejle3bl U MUEJIOMHOH G0JIe3HBIO, a TaKkKe
OpH HAIMYMKA CTOMATOJIOTHYECKUX 3aboJieBaHMU (mocnie yaajieHHs 3y0a, TpH 3a00JeBaHHSIX
[ApO/IOHTA, HEYJOBJICTBOPUTEIBHON (PHUKCAITUH 3YOHBIX TNpOTe30B). M3BecTHBIMH (akTopaMu
pPHCKa OCTCOHEKPO3a YeIIIOCTH SIBJIIFOTCS PaK, OJTHOBPEMeHHAas Tepanusl (XUMHOTePAIIns, JTydeBast
Tepallus, aHTHAHTUOTEHHBIE NpeTapaThl, TIIFOKOKOPTUKOCTEPOU/IBI), COMYTCTBYIOMIME COCTOSIHUS
(aHeMus, KoaryJomaTHH, HH(EKIMsA, NpeluiecTByomee 3abojeBaHue mosoctu pra). llepen
npuMeHeHueM OuchocoHaTOB MAIHEHTAM € OHKOJIOTHYSCKUMHU 3a00JICBAHUSIMHM CIEIYeT
IIPOBECTH CTOMATOJIOTHUYEeCKoe 00C/IeJOBaHHE M BHIIOJIHUTE HEOOXOAUMBIE IPOHIAKTHUISCKUE
IIPOLIEAYPHI, a TAKIKE PEKOMEHIOBATH CTPOroe coOII0CHUE TUTHEHBI TOJIOCTH pTa.

Bo Bpems nedenus 6uchochonaraMu ciieyeT Mo BOZMOKHOCTH M30eraTh CTOMATOJIOIMUSCKHX
HHBA3UBHBIX BMEIIATEJbCTB. Y MALUEHTOB ¢ OCTEOHEKPO30M UENIIOCTH, BOZHHKIIEM Ha (oHe
Tepanuu OuchocoHaTaMH, TPOBECHHE HWHBA3UBHOTO CTOMATOJOTHYSCKOTO BMEMIATeIhCTBA
MOJKET CIOCOOCTBOBATh YXYAIMICHUIO COCTOSIHHMSL HeT JaHHBIX, UTO MNpephIBaHUE JICUCHHUS
ducochonaTaMu nepesq NMPOBEJSHUEM CTOMATOJIOTHYECKOTO BMENIATE/ILCTBA CHIDKAST PHUCK
0CTeOHeKpo3a 4YemocTH. IDnaH JjledeHHs KOHKpETHOTO MAIllMeHTa JOJDKEH OCHOBBIBATHCS Ha
HH/IUBU/TYyAIbHOM OIICHKE COOTHOIIEHUS PUCK/TIOJIb3A.

Omnucansl ¢Iyd4ad OCTEOHEKpPO3a WHOH JIOKAIM3AllUK, B T.4., TA30BOH KOCTH, Oe/IpeHHON KOCTH,
HApYKHOTO CIIYXOBOTO KaHajla, B OCHOBHOM VY B3pOCIBIX MAIHCHTOB C OHKOJOTHYESCKUMH
3a00JIeBaHMSIMM, IIOJYUAIOMUX Tepamnuio Ouchocdonatamu, B T.4. mpemapaTroM 30JeIpOHOBAs
kucnoTa - Oepein®.

Amunuunvie nepenomvl OeOpeHHOU KOCu

OmnucaHel ciydyad BO3ZHHUKHOBEHHS ATUIHYHBIX IOJBEPTEJIbHBIX M JUa(HU3apHBIX IEPEIOMOB
OeipeHHOM KOCTH Y HAI[HeHTOR, JUTUTEJILHOS BpeMs MOIydaronux jJeueHue oucdochonaramu mo
IOBOAY ocTeomnoposa. llonepeynbie I KOPOTKHE KOCBIE NMEPEIOMBI MOTYT JIOKAJIH30BATHCS B
JI000M MeCTe Ha MPOTHKEHUU OePEeHHON KOCTH OT MAJIOTO BepTeia O HAMBIIEIKOBOH AMKH.
OmnucaHHple TEPeJOMbl BO3HHMKAIOT IOCJIE MUHHMAJIbHOH TpaBMbl WM CaMOIPOH3BOJIBHO.
HexoTopble MalueHThl UCTIBITHIBAIOT G0y B Oe/ipe WM B MaxXy, 4acTO CONPOBOXK/JIAIOIMUECS
IPU3HAKAMH CTPECCOBBIX IIEPEJIOMOB IO pPe3yJbTaTaM BH3YAIM3HPYIONIHX JUATHOCTHYESCKUX
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. NOCHENOBATENEHOC TH 0002
HCCIIeTOBAHHH, KOTOphIE BO3HUKAIOT 32 HEJIeJIH | MeCﬂuﬁﬂﬁé‘pM% nbﬂﬁ'(’}fo"(ﬂ?laﬁeph&eﬂﬁbro)

nepenoma GeJipeHHOM KocTH. Hepelko mepesoMbl BO3HHKAIOT ¢ 00EMX CTOPOH, MO3TOMY MpPH
BO3HMKHOBEHHH TiepefioMa O¢JIpeHHOW KOCTH Y TMAIMeHTa, TMOJYYalomero Tepamuio
oucdochonaTamMu, cieyeT NMPOBECTH OOCIETOBaHHE KOHTpaJaTepaibHOW OSJpeHHOW KOCTH.
CooOlmaiocs TakKe 0 Me/JICHHOM 3a)KUBJICHUH (CpACTAaHUH) STUX MEpesIoMOB. BbUIH MoIyUYeHbI
coobIeHnst 06 aTHIMUYHBIX TeperioMax Oe/IpeHHON KOCTH Yy MAIUSHTOR, MOJIYUYABIINX JiCUeHHE
npenapatoM 3olelpoHoBas Kuciora - Mepedn®, o HAKO IPHUMHHO-CIIEICTBEHHAS CBS3b YTUX
[IePEJIOMOB € Tepalued 30JIe[pOHOBOM KHCIOTOW He Oblia yCTaHOBJIeHa. PerieHue o
IpeKpalleHHH Tepaluy TperapaToM 30JeJpoHoBas KHcioTa - @DepeH® y manmeHTOR ¢
OJIO3PEHUEM Ha ATHITHYHBIA MepesioM OeJpeHHOM KOCTH IO TIPOBEIeHHSI 00CIIe/TOBAHUS TOJDKHO
OCHOBBIBATHCS] HA MH/IUBUYATHLHOU OICHKE COOTHOIMICHHS 0KH/IAeMOM IMOJIb3bI K BO3ZMOMXKHOMY
PHUCKY.

TTanueHTOR, MOMYUAIONIMX TepalHIo IpemnapaToM 3olepoHoBas KucioTa- Mepein®, ciemyer
IpeIyIpeuTh O HEOOXOAUMOCTH cO00MaTh METUITHHCKOMY TIepCOHAITY O JIFOOLIX GoJisix B Oeyipe
WM TaxXoBOoM oO0JacTH; KaKObld IMAlUEHT, TPEIBSIBILIIOMMUNA JKaTo0bl HAa TaKMe CHMIITOMBI,
JIOJDKEeH OBITh 00C/IeJOBAH IO BBISIBJICHUS BO3ZMOJKHOTO HE3aBEPIISHHOTO (HEIIOJIHOTO) IepesioMa
Oe/ipeHHOM KOCTH.

Mbyrueunas 6o

B xiuHAYeCKO#H MpakTHKe COO0MAIOCh O HeYACThIX CIYUASX PA3BUTHSA CHILHOM M B HEKOTOPBIX
CIIy4asiX OTpaHUIHUBAIONICH TPYAOCTOCOOHOCTh OOJIH B KOCTAX, CYCTaBaxX M MbIMIaX Ha (oHe
nedyeHus OucdocdoHaTaMu, K KOTOPHIM OTHOCHUTCSI M 30JISAPOHOBAS] KUCIIOTA. Y KazaHHBIE
CHUMIITOMBI Pa3BUBAIMCH B TCUEHHUE IIEpUOJAa OT OJHOTO JHS JI0 HECKOJBKMX MECSIEB IOCe
Havana JiedeHus. [locrme mpekpamienus JedeHUs: y OOJIBITHHCTBA TMAIMEHTOB OTMEYSHO
paspemieHUe CHUMIITOMOB. Y  HeCKOJBKHX TAI[HCHTOB CHMIITOMBI TOBTOPSUIMCH TpH
BO30OHOBJICHUH Tepalvy WIK IpUMEHESHUH Jpyroro ducdocdonara.

T'unoxansyuemus

B xiuHIUecKO# MPpaKTHKE COO0IMAIOCH O pa3BUTHH THIIOKAIBIIUEMHH Y TAIUSHTOR, MTOTYIAFOIUX
JeYeHHe MpemapaToM 3oiepoHoBas Kuciota- @epein® B cioydyae pasBHTHS TSDKEIOM
THUIOKATBITHEMUAH OTMEYAIOCH PA3BUTHE HEXKEIATSIILHBIX SIBJICHUH CO CTOPOHBI HEPBHOU CUCTEMBI
(cymopoTH, TeTaHUsI K OHEMEHHE ), CepICUHON apUTMHH. B HEKOTOPHIX CIyUYasix THIOKATbIIUSMUS
MOJKEeT IPeJCTABILATh YTPO3Y IS AKU3HH.

Crnengyer coOmrofaTh OCTOPOIXKHOCTH IIPU TNPUMEHEHHMM Ipernapata 30je/pOoHOBas KUCIIOTa-

Depeitn®

>, OJHOBPEMCHHO C JPYIUMH JICKApCTBCHHLIMH CpEACTBaMHU, CIIOCOOHBIMH BBLI3BaTh
THNMOKAJIBIIUCMHULIO, IMOCKOJIBKY 3TO MOIKET IIPHBCCTH K CHHEPIrHYCCKOMY B3aUMOJICUCTBHIO H
PA3BUTHIO THIIOKAJIBIIHCMHUHA TSKEJION  CTEIleHH. Hepez[ HagajioM Tepaluu IperapaToM
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3osileipoHOBAsT KUCIIOTA- (DepeiiH® CIIeIyeT oIl eaennﬂ%ﬁu%ﬁﬁ‘}ggﬁgﬁfﬁ;ﬁ; Ts:tl};lr;sg]‘j;bme

KpPOBH M CKOPPEKTHpPOBATh THUMOKaJIbIMeMHUI0. [lalueHTHl JODKHBI MOJIYy4YaTh aJeKBaTHOE
BOCTIOJTHCHHE TpeTrapaTaMu KTBITHS B BUTAMUH D.

IlanueHTH, IOJIyYAOIIHE TEPAIHIO TIpenapaToM 3oJeIpoHoBast kuciora- Oepein®, He JOIKHBI
OJIHOBPEMEHHO TMOJy4aTh IpemapaT AKJIacTa, Tak ke Kak H Jpyrue OuchocdoHaThl.
DddexTUBHOCTE M Ge30MacHOCTh NIPUMEHEHHUs TIpenapata 3o0Je/jpoHoBas kuciora- Depeiin® »
MeANaTPUISCKON MIPaKTHKE /0 HACTOSIIETO BpEMEHH HEe YCTAHOBJICHBI.

BimisHiie Ha cI1oco0HOCTE YIIPABJIATH TPAHCIIOP THHIMHU CpeICTBAMI, MeXaHH3MaMU

® Ha crnocoGHOCTD

Wzydenune BIMsIHUS IPUMEHEHHS Mpenapara 30JepoHOBas KucioTa - Oepeiin
K VIPaBJICHUI TPAaHCIIOPTHBIMH CpeJCTBAMHM M MEXaHHU3MaMH He IMPOBOJAWIOCH. YUYHTBIBAA
BO3MOJKHOCTH BO3HMKHOBEHHs HEKEJIATEJIbHBIX PpEaKLMW €O CTOPOHBI HEPBHOH CHCTEMBI
(TOJIOBOKPYIKSHHSI M CIIyTAaHHOCTH CO3HAaHHs) Ha (pOHe Tepaluu 30JIeIPOHOBOM KHCIOTHL,
[AIUEeHTAM PEKOMEH/YeTCsl BO3/AEpIKAThesl OT YIPaBJICHHs] TPAHCIOPTHBIMU CpeJCTBAMH H

MCXaHH3MaMH, a TaAKIKC 3aHSATHH BHTaMH JCATSIIBHOCTH, Tpe6yI—0]lIPIMH KOHIICHTpAalluu BHUMAHUWA,

HAIPSDKEHUH ICUXOMOTOPHBIX (PYHKIIUH.

dopma BBIIYCKA

KoHneHnTpat JJ1st IpUroTOBJICHUS pacTBopa i HHpy3uH, 4 Mr/5 ML

ITo 5 mu mpemapaTa Bo (IakOHBI MEJMIIMHCKHE CTEKJISIHHBIE Ipo3padHble W3 CTeKja 1-ro
THIPOJIMTHYECKOTO KJIAacca, YKYMOpEeHHbIe MPOOKaMU PE3UHOBBIMU U 0OKaThle aJIOMHHHUEBBIMHU
KOJIIIaYKaMH.

ITo 5 M1 mpemapata B aMITyJibl OSCIIBETHOTO CTeKJIa 1-TO THAPOIUTHYECKOTO KiIacca.

ITo 1 pmaxoHy BMeCTe ¢ HHCTPYKIMEH 110 MPUMEHSHHUIO TIOMEIAIOT B TIAUKy U3 KapTOHA.

ITo 5 ¢aakoHOB MM 5 aMIyJ NMOMENIAIOT B KOHTYPHYIO SAYEHKOBYIO YIAKOBKY U3 IUICHKH
MIOJIMBUHUIIXJIOPUAHOM.

ITo 5 ¢nakoHOB WaAM 5 aMmys HNOMENIAIOT B KOHTYPHYIO SUSHKOBYIO YIAKOBKY M3 IUICHKH
HOJIUBUHWIXJIOPH/IHONH U THOKOH YIIAaKOBKH Ha OCHOBE AJIIOMMHHEBOH (DOJILIM WJIM MaTepHasia
YIIaKOBOYHOTO KOMOMHHUPOBAHHOTO Ha OYMasKHOU OCHOBE.

ITo 1, 2 KOHTYpHOU SUCHKOBOU yMaKoBKe ¢ (hJIAKOHAMH/AMITYJIAMH BMECTE ¢ MHCTPYKIIHEH TI0
IIPUMEHEHHUIO TIOMEIAOT B AYKy U3 KapTOHA.

Vnaxoska ons cmayuoHapos

ITo 10 KOHTYPHBIX STIEHKOBBIX YIIAKOBOK ¢ (plakoHAMH/aMITyJIaMH BMECTE € PAaBHBIM KOJIHYECTBOM

I/IHCTp}/KI_[I’Iﬁ 110 IPUMEHCHHUIO ITOMCITAIOT B K0p06Ky H3 KapToHa.

YcnoBus XpaHECHHUHA

XpaHuTh NpHU TeMmnepaType He Bbime 25 °C.
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5 ‘A0CT ABATENLHOCTL 0002
XpaHUTh B HEJIOCTYITHOM JUIS JeTeH MecTe. (MOCMNEAOBATENEHOCTE 0002)

Cpok rogHoct!

3 ropa.

He npuMeHATH 110 UCTEYSHUH CPOKA FOJTHOCTH, YKa3aHHOTO Ha YIIAKOBKE.

Y caoBus oTIIycKa

OTIIyCKaIOT 1O PeIenTy.

IIpomzBomuren

AQO «bpbiHIIaTOB-A»

Poccusa, MockoBckast 001., T. DiekTporopcek, npoes Meunukosa, 1.1, ctp. 4, 34, 6
Buiiageseny perucTpaliMOHHOT 0 YA0CTOBEPeHUS/ O PraH3aliis, IPHHUMAIOIAS
IpeTeH3 UM MOTPeouTe s

AO «BpbiHIIaT0B-A»

Poccus, 117105, r. Mocksa,

yia. Haratunekas, 1. 1

Tel.: 8(499)611-54-91,

Ten./dakce: 8(499)611-13-55

http://www ferain.ru,

e-mail: info@ferain.ru
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