COOTBETCTBYET 3KCNEPTHOMY OTHETY

ot 16.05.2022 N= 11261

MUHUCTEPCTBO 3/[PABOOXPAHEHU S POCCHHEKROV GEREP AT AR 2]

NHCTPYRIIHA
IO MEJUITMHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOI'O IIPEIIAPATA

3oaepa

PerncrpaiioHHbII HOMep:

T oproBoe HauiMeHOBaHMe: 30Jiepa

MexayHapoqHoe HelaTeHTOBAHHOe WM I'PYIITHPOBOYHOe HAUMEHOBAHHE: 30JI¢/IpOHOBAS
KHUCIIOTA

JlekapcrBeHHast popma: THoPUIU3AT ISl IPUTOTORJICHUS pacTBOpa JUIsl HHPY3UH

Coctas Ha 1 ¢uiaxon:

Oeticmeyionjee 6euecmso. 30JIIPOHOBONH KHUCIOTHI MOHOTHJApAT - 4,264 Mr B mepecdeTe Ha
30JIeipOHOBY IO KUCJIOTY - 4,000 Mr;

gcnomozamenvhvie seujecmea: MaHHuTon - 220,000 Mr, JMMOHHOM KHMCJIOTBI MOHOTHIpAT -
33,600 mr, HaTpusa rugpokcus - 20,000 mr.

Onucanue

[TopucTas Macca WM MOPOLIOK OT 6eJI0ro J0 MoUTH 6eJIoTo 1BeTa.

dapMmakoTepaneBTHYeCKAs TPYIIIA: CPeJCTBA UL JICUSHHS 3a00JIeBaHUN KOCTEH; CcpeJicTBa,
BITHSIONTHE HA CTPYKTYPY U MHHEPAIHU3AIHIO KocTel; GucdocdoHaThI.

Kox ATX: MO5SBAO8

dapmakoorH4ecKHe CBoMcTBA

Dapmaxoounamuxa

3one/ipoHOBasE KHCJIOTa OTHOCHUTCS K BbICOKOd((ekTHBHBIM OucdocdoHaTaM, H3OHpATEILHO
JEUCTBYIONMKUM Ha KOCTHYIO TKaHb, IMOJABJISAS pe3opOINi0 KOCTHOH TKaHH, BO3JCHCTBYS Ha
OCTEOKJIACTHI.

CenexTuBHoe JieiicTBue OuchocdoHaToB Ha KOCTHYIO TKAHb OCHOBAHO HA BBICOKOM CPOJICTBE K
MHUHEPATH30BAHHOW KOCTHOW TKaHHW. TOYHBIM MOJICKYJISIPHBIH MEXaHH3M, 00eCIeUUBaIONTHI
UHTUOUPOBAHNE AKTHBHOCTH OCTEOKJIACTOB, JIO CHX MOP OCTACTCsI HEBBISICHEHHBIM. 30J1eJpOHOBAs
KHCIIOTa HE OKAa3bIBAeT HEXKEJNATEJIHHOTO BO3ASHCTBHUSL Ha (popMHpOBaHUE, MUHEPAIHU3AIMIO H
MEXaHUYECKHE CBOUCTBA KOCTH.

[Tomumo HHTHOHPYIOMIETO ACHCTBHUS Ha pe30pOIHIO KOCTHOW TKAaHH, 30JISPOHOBAsl KHCIIOTA
o0J1ajlaeT MPOTHBOOIYXOJIEBLIMU CBOUCTBAMHU, 0OeCIIeUHBAIOMUMH 3P (PEKTUBHOCTH Tpenapara

IIpHu MeTacTadax B KOCTAX.
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KOCTHOTO MO3ra, TMPHUBOJUT K CHHXKEHHUIO PpOCTa OIMyXOJEBBIX KJICTOK, TMPOSBISIET
AHTUAHTHOTCHHYIO aKTUBHOCTH. [lojaBieHue KOCTHOM pe30opOIuN KIMHUYSCKH COTIPOBOKIASTCA,
B TOM YHCIIS, BBIPAXKCHHBIM CHIDKEHHUEM GOJICBBIX ONIYICHHH.

In vitro: uHTHOUpYET TpoJudepanuio 0CTeO0IaCTOR, MPOSBISICT MPSMYIO MUTOCTATHUSCKYIO U
MPOANIONITOTUYSCKY IO AKTHBHOCTD, CUHEpPTUYHBIN IUTOCTATHICCKHUH s dext ¢
MIPOTUBOOITYXOJICBBIMH IIpeNapaTaMy;, aHTHA/ITE3UBHYIO U AHTUUHBA3UBHYIO AKTUBHOCTD.
3onepoHoOBass KHUCJIOTa, MOMABIsIs mposudepaldio ¥ HHIYIMPYS amonTo3, OKas3bIBaeT
HEIMOCPEICTBEHHOE MPOTHBOOIYXOJICBOS JICHCTBHE B OTHONICHUH KJIETOK MHEJIOMBI UeJIOBEKa U
paka MOJIOUHOM JKeJie3bl, a TAKXKe YMEHbINAST MPOHUKHOBEHUE KJIETOK paka MOJOUHOMU JKeJe3bl
YeJIoBeKa Uepes AKCTPAlSIUIOJSIPHBIA MATPHKC, UTO CBHUACTEJILCTBYET O HAJIWYHUU Yy Hee
AHTHUMETACTaTHUSCKUX CBOMcTB. Kpome Toro, 3oJjiepoHOBas KHCJIOTa HMHTHOHpYET
npoJidepanuio KJISTOK SHIOTEIHS YeJIOBEKa W Y JKUBOTHBIX M OKa3bIBAeT aHTHAHTHOTCHHOS
NEeUCTBHE.

Y DanMeHTOB ¢ pakoM MOJIOUHOW JKeJIe3bl, PAaKOM IMpPEACTATeIbHOU JKeJie3bl U JIPYTUMH
COJIU/THBIMHU OMYXOJISIMH € METACTaTHUSCKUM TOPAKEHUEM KOCTHOW TKaHU 30JISPOHOBAS
KHUCJIOTA TIPEIOTBpAIlaeT pa3BUTHE MATOJIOTHUESCKUX MEPEIOMOB, KOMIIPECCUHU CITMHHOTO MO3TA,
CHHJKAeT TOTPEeOHOCTh B TIPOBEACHHUH JIYUeBOH TEpallMH M OICPATHBHBIX BMEMIATEIIBHCTB,
YMEHBIIAET  OMYXOJIEBYIO TUTIEPKATBITUEMHIO. [Ipemapar  cmocoOeH CHCPKUBATH
nmporpeccupoBanue GojieBoro cuHapoma. JleueGubri >ddekT MeHee BhHIpakeH y TAIHEHTOB C
0CTe0OJIACTHUECKUMH OYaraMu, YeM ¢ OCTEOJIUTHUESCKHMH.

Y NaiueHToB ¢ MHOXECTBEHHOM MHUEIIOMOM U paKOM MOJIOUYHOM JKeJie3bl NpPH HAIMYUHM KakK
MHUHHUMYM OJTHOTO KOCTHOTO o4ara 3@ ek THBHOCTH 30JISAPOHOBOM KHCJIOTHI B J103¢ 4 MT' CpaBHUMA
¢ MaMHJIPOHOBOM KUCIIOTOM B Jo3¢e 90 MT.

Y mDaiueHTOBR ¢ OIYXOJICBOM THIEpKaIbIIUEMUEH JIeMCTBUE IMpemapara XapaKTepHU3yeTcs
CHUIKEHHUEM COJICPIKAHUS KAJIBIUS B CHIBOPOTKE KPOBH M BBIBEICHUA KaJIblisl MoukaMmu. Cpe/iHee
BpeMsl JO HOpMaJIHM3allM¥ KOHIICHTpPAllMM KaJiblUsl cocTaBisieT okosio 4 jgued. K 10 guro
cojiep)kKaHue KaJibliusi HopMmanusyetrca y 87-88 % manuentor. CpenHee Bpems 10 pelUauBa
(CKOppeKTHpOBaHHOE TIO aJbOYMHHY COJIepKaHHE KaJIbIUsI CHIBOPOTKH KPOBH HE MeEHee
2,9 mmons/n) coctaBmsier 30-40 ngHe#d. 3HAUMMBIX pasIHUMd  MEKTY SPPEKTHBHOCTHIO
30JIeIPOHOBOM KUCJIOTHI B J]03aX 4 U 8§ MT TIpH JIeUeHUH THIIepKATBIIUEMUN He HaOIIOMaeTCSL
Uccneiopanud He BBISIBIMIOT 3HAYUMBIX pa3iMYUd B OTHOIICHUHM 4YAacTOThI M TSDKECTH
HEIKEJIaTEeNIBHBIX SIBJICHUH, HAOTIOJABITUXCS Y TAIIMEHTOR, TMOJIYYaBIINX 30JI¢/IPOHOBYIO KUCIIOTY
B Jo3ax 4 Mr, 8 Mr, IaMUJPOHOBYIO KUCIOTY B Jo3ze 90 Mr win mianebo Kak IMpHU JICUSHUHU

MCTACTa30B B KOCTH, TaK U THIICPKAJILIITUCMHUH.
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@apmaxoxunemuka

JlaHHbIC TIO (papMaKOKHHETHKE IMPH METacTa3aX B KOCTH IOJYUYSHBI TOCIE OMHOKPATHOW H
MOBTOPHBIX 5- U 15-MUHYTHBIX HHGY3UMH 2, 4, 8 U 16 MT 30JIeIpPOHOBOM KUCIIOTHI Y 64 MaIllUeHTOB.
DapMakOKWHETUUSCKHUE MMapaMeTphl He 3aBUCAT OT JIO3bI IIperapara.

[Tocie Havasa WHQY3HH KOHICHTpPAITUS 30JICIPOHOBOM KHUCIOTHI B CBIBOPOTKE KPOBH OBICTPO
YBEIIUUUBACTCA, JOCTHTasd MHKa B KOHIE HMHDY3UH, Aajiee CleayeT ObICTpoe YMEHBINCHHE
koHIeHTpauuu Ha 10 % mnocie 4 uvacop M Ha MeHee, yeM 1 % mnmka mocne 24 wacoB ¢
MOCJIe/IOBATEILHO IIPOJOHTUPOBAHHBIM IIEPHOIOM HU3KUX KOHICHTPAIUM, HE IPEBBIMAIOIMUX
0,1% oT MakCUMaJILHOM /IO MOBTOpHOH MH(Y3UHU Ha 28 JeHb.

Pacnpeoenenue

[TokazaHO HU3KOE CPOJICTBO 30JIe/IPOHOBON KUCIIOTHI K KJISTOYHBIM KOMITOHEHTAM KPOBH, CpeHEe
OTHOIICHHUE KOHIIEHTPAIMH B IJIbHON KPOBHU K KOHIICHTPAIIUH B IJIa3Me KpoBH cocTapsieT 0,59
B quanasoHe koHneHTpanui ot 30 1o 5000 Hr/Mi. CessbiBaHHe ¢ OSIIKaMH TUTa3MbI KDOBH HU3KOE,
JIOJISI HeCBsi3aHHOM (ppakiuu cocTaristeT 60—77 % U He3HAYUTEIILHO 3aBUCHUT OT KOHICHTPAIUU
npenapata (o1 2 1o 2000 Hr/Mx).

Buompancgopmayus/memabonuzm

3osie;poHOBAas KUCIIOTAa HE MOJABEPTacTCs MeTaOOIM3MY U BBIBOJUTCS MOYKAMH B HEU3MEHHOM
pujie. [lo TaHHBIM, MMOJTYYSHHBIM {77 Vitro, 30JePOHOBAST KUCIOTAa HE HHTHOUPYET H30(epMEHTHI
cHUCTeMBI mUTOXpoMa P450 denmoBeka W He moJiBepraetcsi OHOTpaHCHOPMAITHH, YTO MO3BOJISST
MIPEJIMOJIOKHUTh, 9TO COCTOSTHHE (PYHKIIUHU TeUSHHU He BIUSCT CKOJIbKO-HUOY/Ib CYIECTBEHHO Ha
(hapMaKOKHHETHKY 30JIeIPOHOBOM KUCIOTHI.

Buiseoenue

3osieqpoHOBAd KUCIIOTA, BBEJACHHASI BHYTPUBSHHO, BBIBOJIUTCA MOYKAMH B TPHU dTama: ObICTpoe
nByx(dasHoe BBIBEJACHHUE MpenapaTa U3 CHCTeMHON NUPKYISIIUUA ¢ TIEPHOJIAMH TOJTYBBIBEICHUS
0,24 u 1,87 4 1 umuTeIbHAS (Pa3a ¢ KOHSYHBIM IIEPHOJIOM TIOJTYBBIBEICHHS, COCTABIISIOMAM 146 1.
He oTmedeHo KyMyJBsiMM MpenapaTa IpH MOBTOPHBIX BBEACHUSIX Kaxble 28 quei. B Teuenue
nepBbiX 24 u B Moue oOHapyxkuBaeTcs 39 £ 16 % BBegeHHOU M03bl. OCTalIbHOE KOJIHYECTBO
mpemnapaTa B OCHOBHOM CBSI3BIBASTCS ¢ KOCTHOM TKaHBIO. 3aTeM ME/IJICHHO MPOUCXOTUT 0OpaTHOS
BLICBOOOJK/ICHHUE 30JICJPOHOBOM KHCJIOTHI W3 KOCTHOM TKaHH B CHCTEMHBIH KPOBOTOK H &€
BbIBe/IeHUE ToukKaMmu. OOImui T1a3MeHHBIN KIHpeHe cocTapisieT 5,04 + 2,5 11/9 U He 3aBUCHT OT
J03bl TIpemapara, IoJia, BO3pacTa, pacoBOM IPUHANISIKHOCTH M MacChl Tejla IalHeHTa.
Yepenuuenue BpeMeHH HHpY3uH ¢ 5 g0 15 MHH NPHUBOJMUT K YMEHBIICHHUIO KOHI[CHTpPAIIUU
3oJieipoHoBol KuciaoThl Ha 30 % B KoHIle WH(DY3UH, HO HE BIUACT Ha IUIOMAAb IMOJ KpUBOH

«koHIeHTpanus-spems» (AUC).
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CNEPTHOMY OTYETY

(YHKINK TIeUeHH He TIPOBOJMWIHCH. Uepes KUIIEUHUK BHIBOJUTCS MeHee 3 % 7035l MpernapaTa.

D apmaxokuHemuKa 6 0CcobbIX CAYUAAX

Hapywenue gpynxyun neuenu

Her paHHBIX, OMHCHIBAIOMUX (PapMAKOKMHETHKY 30JISIPOHOBOM KHCIOTHI Yy MAIUEHTOB C
HapymeHueM QyHkuuu nedeHu. [lo qaHHBIM, TOJYUSHHBIM 77 Vitro, 30JIeIpOHOBAsI KUCJIOTA HE
HHTUOHUpYeT H30QepMEHThI CHCTeMBI IHTOXpoma P450 denmoBeka W He TOABEpraeTcs
OuotpaHcopMarii. B HccleoBaHUSX Y JKUBOTHBIX MeHee 3 % BBeJGHHOM J0O3BI
oOHapyxkuBajgoch B (dekanusax. BrlleckazaHHOE MMO3BOJISCT MPEINOIOKUTh, UTO COCTOSIHUE
(bYHKITUH TTeUSHHU HE BIMSET CKOJIbKO-HUOYIb CYIECTBEHHO Ha (DapMaKOKUHETHKY 30JIe/IpOHOBOM
KHUCIIOTHI.

Hapywienue gpynxyuu nouex

[Toueunslli KJIMpPEHC 30JEAPOHOBOU KHUCIOTHI KoppelupyeT ¢ kiupeHcom kpeatuHuHa (KK) u
cocrapnsieT 75 + 33 % ot KK, mokasarens coctaBmi B cpequem 84 + 29 Mi/MuH (uama3oH 22—
143 sm/mMuH) y 64 MAalUEHTOB, BKIIOYCHHBIX B UCCJIeAOBaHMEe. AHAN3 MOMYJISIAN TOKA3all, UTo
y TAIlUeHTOB ¢ HapymieHHeM (QYHKIHHU mouek ymepeHHou cremeHu TspkectH (KK 50 muy/mun)
PACCUUTAHHBIM KIHUPESHC 30JICPOHOBOM KHUCIOTHI COCTaBIsieT 72 % OT 3HauUeHHUs KIHUpEHCa
30JIeIPOHOBOM KUCIIOTHI Y MAIUSHTOR ¢ KIIMPEHCOM KpeaTHHUHA = 84 MJI/MUH.

JlanHble (papMaKOKMHETHKH Tpenapara y MAIUeHTOB ¢ HapylleHHeM ¢ HapylieHHeM (YHKIIHU
noyek Tspxeson creneHu (KK menee 30 Mi1/MUH) OTpaHUYCHBI.

Ilon, 603pacm u pacosas NPUHAORENCHOCHD

ITo mamHBIM TpeX (apMaKOKUHETHUSCKHUX MCCIICTOBAHUH Yy MAIUEHTOB ¢ OHKOJOTHYECKUMH
3a00JIeBaHUSIMH € METAcTa3aMHU B KOCTH HE BBISBJICHO BJIMSIHUSI Macchl Teja, Bospacta (oT 38 g0
84 1eT), moJia U pacoBOU MPUHAJISKHOCTH Ha KJIUPEHC 30JIAPOHOBOU KUCIIOTHI.

IHokazaHus K IpUMEeHEeHHUIO

. MeTacTasbl B KOCTH IIPHU 3JI0KAUY€CTBEHHBIX COJIMJIHBIX OMYXOJISIX (pakK MpeAcTaTeIbHOU
JKEJIe3bl, paK MOJOYHOM JKeie3bl W JIpYTHE) U MHOKECTBEHHAsT MHUEJIOMa, B TOM HYHCIe A
CHUIKEHHUSI PUCKA MATOJIOTHIESCKUX MIEPEIOMOB, KOMIIPECCUH CITUHHOTO MO3Ta, TUMIePKAJIbIIUEMHUH,
0oOyCIIOBIICHHON OIYXOJIbIO, M CHIDKEHUSI MOTPeOHOCTH B NPOBEJACHHUM JIyUeBOU Tepanuu WU
OIIEPAaTHUBHBIX BMEIIATEILCTB HA KOCTH.

. 'unepkanbuuemus, oOYyCIOBJICHHAs 3JI0KAUSCTBEHHBIMH OIYXOJISIMU  (COJepIKaHUe
ATBOYMUH-KOPPEKTHPOBAHHOTO KAJIBIIUS B CHIBOPOTKE KPOBH 12 MT/J1 WK [3 MMOJIB/I]).
IIpoTuBoNIOKAZAHMSA

® [ToBbInIeHHAS TYBCTBUTEILHOCTD K 30JIe/IpPOHOBOM KHCITOTe, IpyruM OucdocdonaTam uiu

JIFOOBIM APYTrHM KOMIIOHCHTaM, BXOJSIIHUM B COCTaB IIpeIiapaTta.
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CMEPTHOMY OTYETY

o BepeMeHHOCTE ¥ MepHO/I IPY/IHOTO BCKApPMJIUBAHUS.

o JleTckuit 1 moApOCTKOBBIN BO3pacT (3P PeKTUBHOCTH U Ge3011aCHOCTh HE YCTAHOBJICHBI).
C 0CcTOpPOKHOCTHIO

VY nanueHToB ¢ HapylleHHeM (YHKIMU [OYEK JISTKOH M cpe/lHed CTeleHH TSKeCTH (KIMpEeHC
kpeaTuHuHa Gojee 30 MIJI/MHH); ¢ TpemapaTaMi, CIIOCOOHBIMH BBI3BIBATH THIOKAIBIIMEMHIO
(HanpuMep, aMUHOTJIMKO3U/IAMH, KAIBIIATOHUHOM, «II€TVIEBBIMWY» TUYPETUKAMH, BBI3bIBAOIUMHU
JETUAPATALMIO) B CBA3H C PUCKOM pPa3BUTUSL CHHEPIHYecKoro s¢dekTa, NPUBOIAMETO K
TUIOKAJIBIUEMUN TSDKEJIOM CTeNeHM, ¢ IpenaparaMy, oO0JagalomuMHu  HeppOTOKCHYHBIM
neHcTBHeM,; ¢ IpenapaTaMyd MHTMOUTOpPAMHU aHTMOTeHe3a B CBSI3U ¢ YBEJIMUSHHEM PUCKA Pa3BUTHS
OCTEOHEKPO3a UeJIIOCTH; Y AIIMEHTOB ¢ HapylIeHUEM (DYHKIMH [Te YUSHH TSDKEJION CTeIICHH B CBSI3H
¢ OrPaHUYSHHOCTHIO JAHHBIX 110 IIPUMEHEHHIO IIperapaTa y MallueHTOB JaHHOH TPYIIIILL.
IIpyveHeHMe IpU GepeMEeHHOCTH U B TIEPHO/ TPY/THOT'0 BCKAPMJ/IMBAHMSL

Bepemennocme

ITpumenenue npenapata 3ojepa Bo BpeMs OepeMEeHHOCTH IIPOTUBOTIOKA3aHO.

Pestome puckoes

Het naHHBIX 0 IPUMEHEHHUH IIpeniapaTa Bo BpeMsi OepeMeHHOCTH Y UeJIOBEKa.

IIpu Bo3HUMKHOBEeHUH OepeMEHHOCTH BO BpeMsl Tepamuu OuchochoHaTaMH BO3ZMONKEH PHUCK
(opMHUpOBaHUS BHYTPUYTPOOHBIX MOPOKOB Pa3BUTHUS IUIOJA (HAIpUMEp, aHOMAJUN pa3BUTHUSA
CKeJIeTa M JIpYTUX aHOMAaJuH). 3aBHCHMOCTh PHUCKAa OT BEJIMYMHBI BPEMEHHOIO IIPOMEKYTKA
MEXIy NpeKpameHHeM Tepanuu OucdochoHaTaMHM M MOMEHTOM 3a4aTHs, IIyTH BBEJSHHS U
0Cc00EHHOCTEH KOHKPETHOTO IIpenapara Heu3BeCTHA.

B wuccneoBaHUSX y OJIHOTO M3 JIBYX BHIOB JKHUBOTHBIX IIpH IIOAKOKHOM IIPUMEHEHUH
30J1eIPOHOBOM KHMCIOTHI B Jo3e (0,2 MI/KI B CYTKH (PKCIO3UIMSA, B 2,4 pa3a NpeBbIIIAIONIast
0’KHMJJaeMYI0 SKCIIO3UIINIO ¥ YestoBeka 1o BesnunHe AUC) oTMeueHb! SIBJICHUS TePATOTEHHOCTH B
BUJIe Ie(PeKTOB pa3BUTHUS IIOBEPXHOCTHBIX CTPYKTYP, IOPOKOB Pa3BUTUSI BHYTPEHHUX OpPTAaHOB U
AHOMA&JIMH Pa3BUTUS CKeJIeTa;, NpH MpHUMEHeHHMM B MUHMMaIbHOM go3e 0,01 MI/KT B CyTKH
OTMeUeHa TUCTONH. B uccieJoBaHusIX y APYroro BU/1a JKUBOTHBIX TAKOBBIX SIBJICHUH OTMEUEHO
He OBLIO, OJIHAKO IpU MpHUMEHEHUH B o3¢ 0,1 MI/KI B CYTKH 3apeTrHCTPUPOBAHBI SIBJICHUS
MaTepUHCKOW TOKCHYHOCTH, KOTOpbIe OBLIM CBs3aHBI JIMOO BBI3BAHBI THIIOKAIBIIUEMHUEH,
HHYIIUPOBAHHOM IIPEIIapaToM.

[TarueHTOK ¢ COXpaHEHHBIM PENPOAYKTUBHBIM MOTSHIIHAIOM HEOOXOAMMO IpeayNpexiaTh O
HeOOX0/IUMOCTH MIPUMEHATh HA/ICHKHbIE METO/Ibl KOHTPALIIIIMM BO BpeMs JICUSHUsI IIperapaToM
3onepa.

Ilepuoo zpyonozo eckapmaueanus
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3oJsiepa B IEpHO/] TPYAHOTO BCKapMIIMBAHUS IPOTHBOTIOKA3AHO.

Depmunvrocme

Het naHHBIX 0 BIHMSTHUH 30JIeAPOHOBOM KUCIOTHI Ha (PePTHIHHOCTH V UeTIOBeKa. B HecieoBaHuAX
y JKHBOTHBIX TMpPHU IMOJKOXKHOM BBeJeHHH B goze 0,1 MI/KT B CYTKH 30JeApOHOBasl KHUCJIOTa
10J1aBJIsUIa (PepTUILHOCTD.

Crnioco6 nmpyMeHeHUs U T03bI

[Ipemapat 3osepa JAODKEH BBOJUTH TOJBKO KBATM(UIIMPOBAHHBIN MEIMIIMHCKHH MEepCOHAT C
OTILITOM BHYTPUBEHHOTO BBeJIeHUsI OucdochoHaTos.

[Ipenapat 3oiepa He PEKOMEHJIYETCA CMEIIUBATh C PACTBOPAMH, COJICPIKANIUMHU KaJbITUH WITH
JIpyTHe JIByXBaJICHTHbIE HOHBI (Hampumep, pactBop Punrepa). Creayer cKoppeKTHpPOBAThH
JeTUApATallAIo y IAIUEHTOB (IIpH €€ HAJIMUUK ) IIepe]] BBE/ICHUEM IpenapaTa 3ojepa.
BHYTpUBEeHHO KalleJIbHO B TeUYSHHE KaK MUHUMYM 15 MUHYT.

Memacmasel 8 KOCMI CONUOHBIX 3NOKAYECMEEHHBLX ONYXONEl 1 MHOJICECEEHH AR MUENLOMA
Pexomennyemast noza cocrapisier 4 Mr, Kax/apie 3—4 Hegenu. J[ONOJHUTEIILHO PEKOMEHTYETCS
MIPUMEHATH BHYTPH KaJibIui B 03¢ 500 mr B cyTkH 1 BuTamuH D B 03¢ 400 ME B cyTKH.

Ilpu  cuneprxanvyuemuy (KOHUEHTpAITUSA KaJIbIUd C KOpPpEKIHMEH MO YPOBHIO albOyMHHA
> 12 Mr/an umi 3 MMOJIB/JT), 00YCIOBIICHHON 3JI0KAYECTBEHHBIMH OIYXOJISIMH, peKOMEHIyeMast
J103a COCTaBIsieT 4 Mr, oJHOKpaTHO. UH(QY3HI0 IPOBOJAT MIPH YCIOBUH aJIeKBaTHOU TUpaTAlUU
MAlUeHTA.

Mepuot npedocmoposicHocrut npu HPUMEHEeHUU Y RAUEHMO08 C HApYyuleHIeM YyHKYuU nouex
Tunepranvyuemus, 0OYCROEAEHHASL 3NOKAUECMEEHHBIMU ONYXONAMU

Pemenue o seueHun npenapatoM 3o0Jiepa NAIUSHTOB ¢ BRIPAKECHHBIMU HApPYHNICHUSIMHU (DYHKIIUN
MOYeK cJieAyeT MPUHUMATh TOJIBKO MOCJe THIAaTeIbHOM OIIEHKH COOTHONMICHUS pUCK/ToJb3a. [pu
KOHIICHTPAIIMH KpEaTHHHHA B CBIBOPOTKE KpoBH < 400 MKMOIL/T wim < 4,5 MI/IJI, KOPPEeKIUs
peKUMa JO3UPOBAHUS He TpeOyeTCsl.

Memacmasel 6 KOCU CONUOHBLX 3NOKAUECIMEEHHBLX ONYXOREH U MHOICECTNEEHHAS MUETOMA

Jloza mpemapata 3ojepa 3aBUCHT OT HCXOJHOTO ypoBHA KiupeHca KpeatuHuHa (KK),
paccunutanHoro no gopmyne Koxpodra-T'onra. Ilpu Tsxkensix HapymieHHsX (YHKIHH MOUYCK
(KK < 30 M1/MHUH) IPUMEHSITD 30JISAPOHOBYIO KHCIIOTY HE PEKOMEHTYETCSI.

PexoMeHnayeMblie 03Bl TMPHU JIETKUX WM YMEPEHHBIX HApYIMICHUSX (YHKIMH TOUYeK (3HAUCHHE

KimpeHca kpeatuauHa 30—60 MJI/MHUH) TIpUBE/ISHBI HHUXKE.



COOTBETCTBYET 2KCNEPTHOMY OTUYETY
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Hcexoanoe 3HaYeHUE KJIMpEeHCAa KpeaTUHUHA (MIY/MHUH) Iigk%i\;[e— ﬁ'ﬁi;@éﬁ%&gﬁd 'S%;Iépa
>60 4,0 mr
50-60 3,5 Mr
40-49 3,3 Mr
30-39 3,0 Mr

OmnpenesieHre KOHILEHTpPAIUM CHIBOPOTOYHOTO KpPEaTHHHMHA CJEJYET OIpele/siTh Iepe.
BBEJICHUEM KaXI0H 1036l npenaparta. [lpu BeisiBieHUH HapymieHUH (YHKITUH TOUYSK OUepeHOS
BBEJICHHE Mpemnapata 3ojepa clieyeT OTI0KHUTb.

Hapymenne GpyHKIIHY TOYSK OTPEACIISICTCS MO CIISYIONHNM MapaMeTpaM:

. JUTSL TIAIIUEHTOB ¢ HOPMAJIHHBIMU HUCXOJHBIMHU 3HAUCHHSIMH KpeaTwHUHA (< 1,4 Mr/mm) —
MOBBINICHUE KOHIICHTPAIIMH KpeaTHHUHA B ChIBOPOTKE KpoBu Ha 0,5 M1/,

. JUISL TIAIUSHTOBR ¢ OTKJIOHEHUSIMH HCXOJHOTO YpOBHS KpeaTuHuHa (> 1,4 mr/mi) —
MOBBLINNICHUE KOHIICHTPAIIMHU KpeaTUHUHA B CHIBOPOTKE KpOBH Ha 1 MI//IJL.

Tepanuto npenaparom 3osiepa Bo30OHOBISIOT TOJBKO IOCJE TOTO, KAaK YPOBEHb KpeaTHHUHA
JOCTUTHET 3HAUCHHM, MPEBHIMIAIONUX UCXOAHYIO BeJMUUHY He Oosnee yeM Ha 10 %, B Toi ke
7103, KOTOpasi MPUMEHSUIACh IO TIPephIBaHUS JICUSHHUSI.

Ipucomoenenue pacmesopa ons uHQy3uti

PactBop roTOBAT B acenTHUSCKUX yCIoBusX. [IpenapaT pacTBOpSIIOT B 5 MJI BOJIBI JIJIS1 HHBEKIIUM,
OCTOPOJKHO BCTPSIXMBAIOT JO TOJHOTO pacTBopeHus. llosyueHHBIH pacTBOp ¢ HEOOXOTUMOMU
nozou pazpogar B 100 v 0,9 % pactBopa HaTpus xiopuaa uid 5 % pactBopa geKkcTpo3bl. He
WCIIOJIB30BaTh PACTBOPBI, cojJepiKamue Kaibluh. [IpUrOTOBICHHBIM pacTBOp IKeJIaTesIbHO
UCIIOJIb30BaTh HEMOCPEICTBEHHO IMOCe NPUTOTOBJIeHUS. Heucnoib30BaHHBIM pacTBOP MOIKHO
XpaHUTh B XOJOAWIbHUKE TIpU Temiepatype + 2—8 °C He Gosee 24 4. PacTBop, XpaHUBIITHHICS B
XOJIOJUIBHUKE, IIepe/l BBECHUEM CJIeTYeT COrpeTh JO KOMHATHOH TeMIIepaTyphl.

Ilodounoe gelicTBHE

HauGonee cephesHBIMH HexKeNaTedbHBIMH peakiuavu (HP) y mamueHTOB, MOMydaromux
30JIeIPOHOBYIO KHUCJIOTY TIO 3apeTUCTPUPOBAHHBIM MOKAZAHUSIM, SIBJISUIMCH: aHa(HIAKTHUYeCKas
peaKkIus, HeXKesaTelbHbIE SIBICHHSI CO CTOPOHBI IJla3, OCTEOHEKPO3 YENIIOCTH, ATUIIHYHBIN
nepesoM OepeHHOM KOCTH, GUOPWILTANUA TpeAcepaui, HapyieHHe QYHKIIUHA MOYeK, PeaKIus
ocTpoi (asel U runokaibimemus. Uudopmaius o gactrore HP npu npumMeHeHUH 30JIeJpOHOBOM
KHCIIOTI B J03¢ 4 MI' OCHOBBIBAeTCSl, TJIaBHBIM 00pa3oM, Ha JIaHHBIX, IHOJIYUYSHHBIX IpU
MpOBEJACHUU JUIUTEIbHON Tepanuu. HP, cBsizaHHbIe ¢ IpUMEHEHUEM 30JICAPOHOBON KUCIIOTHI,
0oObIUHO €200 BBIPAKEHBI W TPAH3UTOPHBI, MOJOOHBI TeM, O KOTOPBIX COOOIIAJIOCH TPH
npuMeHeHuHu Jipyrux 6ucdocdonator. Ot HP MoryT HabmogaThes NpUOIH3UTEIBHO Y TPETH

MaIUCHTOB, MOJYYAIOIUX JICUCHHUC SOHe,[IPOHOBOﬁ KHCIIOTOM. CHMIITOMBI peaknuu 00Tp0ﬁ (1)&3]:1
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§ r— SOATEOL L O M aTa b
OGBIYHO pPa3BUBAIMCH uYepe3 3 JHsA II0CIe pEMEHEHIBE JoASTpOHOBOH KHETOTLL - bimee

HeJJoOMOTaHHue, OOJb B KOCTAX, JIMXOPAJKa, O3HOO, TPUNIONOAOOHBIH CHHAPOM U apTpUT C
MOCJISIYIONUAM OIyXaHUEM CYCTABOB;, OOBIUHO CHUMIITOMBI pa3pelIaINCh B TSUCHUE HECKOIBKUX
nuen. Taxoxe gacTo orMeuanuch Takue HP, kak apTpanrus u muairust. O4eHb 4acTO YMEHbIIEHUE
MOYEYHOU PKCKPEIMH KaJIbIIUSI COMMPOBOMKIATIOCH PE3KUM CHUIKSHUEM coJiep kaHus ¢ochopa, 9To
pOoTeKaio OeCCUMNITOMHO U He TpeGoBajio JeueHUs. YacTo CHUIKCHHE COJICpIKAHUS KaJIbIUs B
CBIBOPOTKE KPOBH BIUIOTH JO PA3BUTHUSA TUIIOKAJIBLIIUEMHH MOXKET COMPOBOMKIAATHCS OTCYTCTBUEM
KJIMHUYECKUX MPOSIBIICHUH.

HUnmeroTcst cooOIIEHUSI O YACTBIX PEAKITUSIX CO CTOPOHBI JKETyOUHO-KUIISYHOTO TPAKTA, TAKUX KaK
TONTHOTA U PBOTA MOCJIE BHYTPUBSHHON HH(Y3UH 30JIeIPOHOBON KUCIOTHI. JIoKallbHBIE peakiiuu
B MecTe MH(]Y3UH, TaKHUe KaK MOKPACHESHUE WIM OTCUHOCTh W/ WK G0Jib, HaGII0/1aJIUCh HEYacTo.
AHopekcHs 9acTo HabJio/1alach y MAIUEHTOR, MOy YaBIINX 30JIeIPOHOBYIO KUCIIOTY B J1o3e 4 MT.
Citydau chIlA WK 3y/4a OTMeUaIuch HeuacTo. Kak U npu npuMeHeHUH JIpyrux OucdocgoHaToB,
COO0IANIOCH O YACTHIX CIIyYasiX KOHbIOHKTHBUTA.

Ha ocHOBaHHH CyMMapHOTO aHATH3a KOHTPOJHPYEMBIX HCCIICTOBAHUN COOOIMATIOCh O YacTOM
PA3BUTHU aHEMUM TSDKEJIOW CTeTeHHW (KOHIeHTpalus remoryiobuna < 8,0 r//1) y maueHToB,
MOJTYYAIOIUX 30JISIPOHOBYIO KUCIIOTY B 03¢ 4 M.

HP crpynmupoBaHbl B COOTBETCTBHH ¢ KJIacCH(pUKaIHe opraHoB U cucteM opranos MedDRA, B
npeAesiax Kax/JaoW IpYIIbI IEPEUYHUC/ICHbI B MOPSAKE YMEHBIICHHUS YAaCTOTHI BCTPEUAEMOCTH, B
npejesiax KakIou MOATPYIIbI — B MOPSAKE YMEHBIISHUS] 3HAUUMOCTH.

KpuTepun oIEHKH YacTOTHI BCTPEUaeMOCTH: o4eHb 4acto (= 1/10); wacto (= 1/100, < 1/10);
Hevacto (= 1/1000, < 1/100); peaxo (= 1/10000, < 1/1000); oyens peako (< 1/10000), Birouas
OT/IeJIbHbIE COOOIIEHUSI.

Hapyuienus co cmopoHsl Kpou u MuUMpPamudeckoll cucmembsl: 9acTo — aHEMHS, HEYacTO —
TPOMOOIIUTONICHUS, JICHKOTICHHST, peJIKO — TAHIIUTOTICHHSL.

Hapywenus ncuxuxuy: 4acTo — HapynieHUE CHA, HEYaCTO — UYBCTBO TPEBOTH; PEJIKO — CIIYTAHHOCTh
CO3ZHAHMSL.

Hapyuienus co cmoporvl HepeHOU cucmemyl: 4acTo — TOJIOBHAs 60J1b, MapecTe3uu; HeUacTo —
TOJIOBOKPY’KeHHE, JIMUCTEB3Usl, THUIIECTE3Msl, TMIePECTe3 s, TPEMOp; OUYeHb PEJKO — CYJOpOIH,
TUIIECTE3Hs U TeTaHHUsI (Pa3BUBAIONHUECS BCIIE/ICTBHE THIIOKAJILIIUEMHH ).

Hapywenus co cmoponst opeana 3peHus: 9acTo — KOHBIOHKTUBUT, HEUACTO — «Pa3MBITOCTHY
3pEeHUS, PEIKO — YBEUT.

Hapywenus co cmoponvl nuiyesapumenvHoli cucmemMsl: 4acTO — TOIIHOTA, PBOTA, CHUMKSHHUE

alllIeTATA, 3al10P; HEYaCTO — JHUapesi, 00JIL B JKHUBOTC, JUCIICIICHUA, CTOMATHUT, CYXOCTE BO PTY.
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Hapyuienue co cmoponst ObIXamenbHOU CUCEMDB, opé%égﬁygg&“mlkﬁ bt '%Eé‘é%%'ﬁuﬂ:

HEeYacTO —O/IbIIIKA, KalllesIb, Pe/IKO — HHTePCTUIIHAIbHAS O0JIe3Hb JISTKUX.

Hapyuienus co cmopoHst KO U NOOKOICHBIX MKAHEN: YacTO — MOBBIMIEHHOE MOTOOTAC/ICHHUE,
HEeYacTo — 3y, ChIMb (BKJIF0OYAS SPUTEMATO3HYIO U MaKyJIE3HYIO).

Hapyuwienus co cmoponvl KOCMHO-MbIUMEUHOU CUCEMbL U COEOUHUMENbHOUE MKaHY: 9acTO — O60JIb
B KOCTSIX, MHAJITHsL, apTpaJIlusl, TeHepaJIu30BaHHbIe OO0JIH, TYTOIOBHKHOCTh CYCTaBOB; HEYACTO
— HEKpPO3 YEJIFOCTH, MBIIICYHBIE CYTOPOTH.

Hapywenus co cmopoHut cepoya: peJiko — OpauKap/ius, apuTMus (pa3BUBAIOMASCS BCIIACTBHS
TUIOKAJILITUE MU ).

Hapyuienus co cmoponst cocyoo6: 4acTo — MOBBIMICHUE apTepUaJbHOTO JIaBICHUS, HEYacTO —
CHUIKECHHE apTepUaIbHOTO TaBJICHUSI.

Hapyuwienus co cmopomvt noYeK 1 Mo4esbi600auux nymeil: 9acTo — HapyIleHue QyHKIUH [T0YeK;
HEYacTo — OcCTpas II0YeYHasd HEJOCTAaTOYHOCTh, TIeMaTypHs, NIpPOTSHHYPHs, peIKo —
mpuoOpeTeHHbIH cHHApoM DaHKOHH.

Hapyuienus co cmoporvl UMMYHHOU CucmeMbi: HeYacTO — peaKIMH I'MIepYyBCTBUTEIBLHOCTH;
PEIKO — AHTHOHEBPOTHYECKHUH OTEK.

Jlabopamopnvie u uHCmpymeHmanvHvie OaHHuie: OYeHb 4YacTo — TrumogocdaTeMus, 4acTo —
IIOBBINIEHHE KOHLIEHTPAllUH KpeaTHHHHA U MOYEBHUHBI B CHIBOPOTKE KPOBH, TMIIOKAJIbIIUEMUST,
HEYacTo — THIIOMarHUeMHs], THIIOKAJIUEMHS]; PeJIKO — THIIepKAJIUEMHs], THIICPHATPHEMHSL.

Obwue paccmporicmea u HaApyuleHus 6 Mecme 66e0eHus: YacTo — peakmusi ocTpod (asbl,
IOBBINIEHHE TEeMIIEpaTyphl Tejla, TpPUINIONOJOOHBIM CHHApOM (BKIIOUaromui  oOrmee
HeJIOMOTaHMe, 03HOO, YyBCTBO HEJOMOTAHUS, «IIPHJIMUBBD»), IepUdepUUecKhe OTEKH, aCTeHMS,
HeYacTO — peaklusi B MecTe BBeAeHHs (OoJib, pas3jipakeHHe, OTSYHOCTh, YIUIOTHEHHE,
HOKpacHeHue), 60JIb B IpY/JHOM KJIeTKe, YBEJIHUSHHE MAcChl Tesa; peJAKO — apTpUT U ONlyXaHHe
CYCTaBOB KaK CUMIITOM peaKIUU OCTPOH (assbl.

Crnegyer umMeTh B BHJY, YTO INpU MNPUMEHEHHH [Jpyrux OucdocoHATOBR y MNAaLUEHTOB ¢
OpOHXMAJILHOW aCTMOM, YyBCTBUTEIBHBIX K AllETWICAIMIMIOBON KHUCIIOTE, OTMEYAJIUCh CIIydaH
OpoHXocmazMa, OJHAKO IIpU TNPUMEHEHUHU 30JIe/IPOHOBOM KHCJIOTHI JAHHOTO SIBJICHUS He
HaOII0JAIOCE.

Heoicenamenvuvie peaxyuy no _OAHHLIM _CHOHMAHHLIX OMYEMOos I TUMEpamypHblx_coobueHuli

{(yacmoma HeuzeecmHua)

Hapymeﬂuﬂ CO CHIOPOHbL MMM}/HHOL? CUCINEMDbL . aHa(l)I/IJ'[aKTI/IIIeCKaﬂ peaKI_II/Iﬂ/IlIOK.
HapweHuﬂ CO CHIOPOHbL Hep@HOTJ cucmemsvl. COHJINBOCTD.
Hapymenuﬂ CO CHIOPOHbL opeard 3perUA . SITUCKIICPHUT, CKIICPUT U BOCIIAJIUTCIIbHBIC 3a00JIeBaHHs

OpOHTHI.
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Hapyuienus co cmoponst cepoya: GUOpUILISITHS

 npencelARETENOBATENBHOCTL 0002)

Hapymenuﬂ CO CMOPOHbL COC}K)O&' CHHIKCHHUC apTCPHAJIBHOTO MJAaBJICHHUS, IIPHUBOIAIICE K

0OMOpPOKY WJIH ITUPKYJIATOPHOMY KOJUIAIICY, B OCHOBHOM Y IIAIIMEHTOB ¢ (pakTOpaMu pUCKa.

Hapywienus co cmopoHbl ObIXAMENbHOU CUCEMDbL, OPSaHOE SPYOHOU KNEeMmKU U CPeOOCMEHUS!

OpoHXOCTIa3M.

Hapmeﬁuﬂ CO CHIOPOHbBL KOJCU U NOOKOICHBLX MKAHEH: KpalliBHHIIA.

Hapymenuﬂ CO CHOPOHbBL CKENeMHO-MbIUEHHOU MKAHU. BHE3AITHOE BBIPA’KCHHOC OI'paHHYCHHUC

IIOABHIKHOCTH

CYCTaBOB WHIH ToKedass H B HEKOTOPBIX CJIyHadaAxX oOTrpaHAYHBaroIIast

pr,[[OCHOCO6HOCTb 0o0JIb B KOCTAX, CyCTaBax H/HIIH MBIIINAX, ATHIIUYHLBIC IIOABCPTCIILHBIC H

nuaduzapHbie MepesioMbl OeJpeHHON KOCTH.

Onmicanue omoenb HulX HeXcelamenbHbix DEAKYUL

Hapywienue gpynxyuu nouex

[IpumeHeHHE 30JIEJPOHOBONM KHMCIOTHI ACCOIMHUPOBAIOCH ¢ PAa3BUTHEM HapyIIeHUs (QYHKIHH

IIOYCK. HpI/I IIPUMCHCHUHA BOHe,HpOHOBOﬁ KHCJIOTHI B KIIMHHYCCKHX HCCIICAOBAHUAX € ILCJIBIO

HpO(l)I/IJ'IaKTIIIKI/I OCJIO)KHEHHHM Co CTOPOHBI CKEJICTa Yy IalIUCHTOB ¢ paclipOCTpaHCHHBIMU

3JIOKAQYCCTBCHHBIMHA HOB006pa30BaHPIHMH C IOpaXCHUCM KOCTeH dYacTOTa BO3HHKHOBECHHS

HapyHmIcHHA (I)YHKIIHH IIOYCK, CBIiA3aHHOI'O

¢ IIPHMCHCHHUCM BOHGHPOHOBOﬁ KHCJIOTHI,

pacmpeiesieHa CIeayoIUM 00pa3oM: MHOKeCTBeHHas1 MueoMa (3,2 %), pak npoctathl (3,1 %0),

pak MOJIOUHOH 3keJie3bl (4,3 %), pak JIeTKUX H JIpyTHE coJuaabie omyxoiH (3,2 %). K dakropam,

KOTOpPBIC MOI'YT YBCJIHYHUBATH PUCK YXYIAUICHHUA (I)YHKI_[I/II/I IMMOYCK, OTHOCATCH: ACTHUApaTalusi,

Ipe/mecTRyolIee HapyIIeHHe PYHKITUH TTOYEK,

MHOXKCCTBCHHBIC KYPCHI JICUCHHA 30J'Ie,[[p0HOBOI71

KHCITOTON WM ApyruMu OucdocoHaTaMu, OJHOBPEMEHHOE IMPUMEHEHHE HE(PPOTOKCHUHBIX

npenapaToBp WJKA BBCSACHHC IIpCllapaTa B TCUCHHC MCHBLIICTO, YUCM peKOMeHHyeMbIﬁ, nepuoaga

BpEMCHHU. OTMeueHO YXYALICHHUC (I)yHKI_II/II/I MOYCK, IPOrpeCCUHpPOBAHUC HAPYUICHHSA (I)yHKI_II’II/I

MOYeK BIUIOTH J0 MOUYESUHOM HEJOCTAaTOUYHOCTH M H606XOZ[I/IMOCTI/I MMPOBCACHUS I'€MOJHAJIA3Aa

IIOCJIC BBCACHUA CTapTOBOﬁ HUJIn OI[HOKpaTHOﬁ J0O3bI SOHGHPOHOBOﬁ KHCJIOTBHI.

Ocmeonexpos

[Ipu neuenun 6uchocdoHaTaMu, B TOM YHCIIE 30JIeIPOHOBOM KUCIOTOH, B OCHOBHOM Y TAIIUEHTOB

C OHKOJIOTHUYESCKHMH 3a00JIeBaHHIMH OTMEYaJIHCh CJIy4aHu pa3BUTHA OCTCOHCKpPO3a (B OCHOBHOM,

YCJIOCTH, HO TaKOKC U ,Z[perﬁ JIOKaJIU3allvu, B T. Y. Ta3z0BOH KOCTH, 66HpCHHOﬁ KOCTH K HApPYKHOI'O

CIIYXOBOI'O KaHana). Y MHOTHX IaIMESHTOB C OCTCOHCKPO3OM HUCIIOCTH OTMCHAINUCH IIPHU3HAKH

MCCTHOTO I/IH(l)eKI_II/IOHHOFO mnmponecca, B T.4. OCTCOMHUCIIUT, B OOJILIIUHCTBE CBOEM TaKOBBIE

CJIy4and OTMCUCHBI Y ITIAITUCHTOB C OHKOJIOTHYCCKUMHA 3a00JIeBAHHSIMH I10CTIE SKCTpaKIunu 3y6a HJINn

MocCJIC CTOMATOJIOTHUCCKUX OIICPATHBHBIX BMCHIATCJILCTB. CYH_IGCTBYIOT IMAPOKO H3BECTHBIC

MHOXKCCTBCHHBIC (i)aKTopLI PHCKa, IpcApaciiojiararolue K pa3sBUTHIO OCTCOHCKpO3a YCIIOCTH,

10
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TakhMe KaK 3JI0KaueCTBEHHbIE HOBOOOPA3OBAHUS, bﬂ%ﬁﬂg\ég@aﬁw—@gsyﬁ;ﬁ;Tfﬁjﬂ‘.;ll[;ﬂfvlep,

CNEPTHOMY OTYETY

XUMUOTEpAIHsi, AHTHAHTUOTCHHbIE TpenapaThl, JydeBasl T€panusi, TJIFOKOKOPTHKOCTEPOU/IbI) U
CONYTCTBYIONINE COCTOSTHUS (HAlpUMEpP, aHeMHSI, KOaryJIonaTuu, HHPEKIMH, MpeamecTByolee
3abonieBanue TMoJocTH pra). HecMoTps Ha TO, 4YTO NPHUUYMHHO-CIIC/ICTBEHHAs] CBSI3b He
YCTaHOBJICHA, IejiecoobpazHo u3beraTh CTOMATONOTHYECKUX OINEPATUBRHBIX BMEIIATSIHCTE B
CBSI3U € BO3MOJKHOCTBIO OTCPOUYEHHOTO BbI3IOpOBJIeHU. McX0/151 U3 JOCTYIIHBIX JIaHHBIX, YacTOTa
PA3BUTHUSL OCTCOHEKPO3a USIIOCTH CBsI3aHA € XapaKTepoM OIyXOJU (paclpoCTpaHEHHBIW pak
MOJIOYHOMH JKeJIe3bl, MHOJKECTBCHHASI MUSJIOMA).

Peaxyus ocmpoii ¢aszvi

JlaHHas HexkeaTeNIbHAsi peakiusl TPECTABIAeT COOOH KOMIUICKC CHMIITOMOB: IOBBIINICHHUE
TeMrepaTrypbl Tejia, olmasi ciabocTh, OO0 B KOCTIX, 03HOO, TPUIIONOTOOHBIH CHHJPOM.
OOCBIYHO HAUMHACTCSI B MHTepBae < 3 JIHS Mocje UHQY3UU 30JIeIpOHOBOM KHCIOThI. Peakius
TAaK)Ke YHOMHMHAETCA ¢ HCHOJIB30BAHHEM TCPMHUHOB «TPHUIIMIONOAOOHBIE» WIH «IIOCTI030BBIS)
CcAMIITOMBI. CHMITOMBI OOBITHO pa3penraloTcs 4epes HeCKOIbKO JHEH.

Qubpunnayus npeocepouti

B oaHOM U3 KJIMHHUYECKHUX MCCJIeOBAHUN IIPHU IPUMEHEHUH 30JIe/IPOHOBOM KHCIIOTHI B TeUSHHUE 3
JIET Y MAIMEHTOK ¢ MOCTMEHOMAY3aIbHBIM OCTEOMOPOo30M (B J1o3e 5 MTI' OJIMH pa3 B roj1) odmas
4acToTa pa3BUTHS GUOPWULAIUK Tpeacepaui cocraBisuia 2,5 % (96 uemosek u3 3862) mo
cpapHenuo ¢ 1,9 % (75 wm3 3852) B rpynme mianeGo. Yactora pasBuTHS (PUOPHILIAIIAN
peAcepIu, COTPOBOKAAIOMECHCS TSDKEIBIMU TeMOJUHAMUYSCKUMU HAPYIIEHUSIMH, COCTABIIsUIA
1,3% (51 u33862) 1 0,6 % (22 u3 3852) 11t 3051¢IpOHOBOM KUCIIOTHI U TUTale00 COOTBETCTBEHHO.
[TonoGHbIit AucOanaHc He OTMEYaJCcs B JPYIHMX KIMHUYECKUX HCCIICTOBAHUSX 30JIePOHOBON
KHUCJIOTBI, B TOM YHUCIJIEe IIPH IPUMEHEHUH B J1o3e¢ 4 MI' OJUH pa3 B 3—4 HeJelu y NAIUEeHTOB ¢
OHKOJIOTHUSCKUMHU 3a00JieBaHUsIMHU. [IpHuKMHA TOBBIMICHUS YAaCTOTHl PAa3BUTHUSA (PUOPUIUISIIHA
npejicepauii Ha (oHe TepaluU 30JIe/[POHOBOM KUCIIOTOH Y MAIHeHTOK ¢ MOCTMEHOMAY3aIbHBIM
OCTEOMOPO30M B JITAHHOM HCCIICJOBAHUU HE YCTAHOBJICHA.

Eenu nmobvie u3 ykazauHwvix 6 UHCMPYKYuu nobouHulx s¢hghexmos ycyeyonawomes, uiu Bu
samemun 1obvie opyeue nobounsvie dQhghexmul, He VKA3AHHBIE 6 UHCMPYKYUU, coobuiume 06
IMOM 6pauy.

Ilepeno3upoBka

IIpu ocTpoil mepelno3upoBKe TMpemapaToM 3ojiepa OTMEUAIMCH HApyHICHUS (PYHKIIMH MOYCK,
BKJIIOYAsl TOYEUYHYIO HEJAOCTATOYHOCTh, HM3MEHEHHMsI HJIEKTPOJIUTHOTO COCTaBa, BKJIIOYAs
CHUIKEHHME KOHIICHTpAIUu Kajbliusi, (ocdaToRB W MarHusi B 1utazMe KpoBu. llpu ciyualinoi

NEPSAO3ZUPOBKE IMMAIHUCHT HOOJLDKEH HAXOJUTBHCS II0A ITOCTOAHHLIM HaGJII-O,Z[eHHeM. B cJrydac

1l



COOTBETCTBYET SKCNEPTHOMY OTYETY

ot 16.05.2022 N= 11261

OOCTNEONBATENLHOCTE 0002
BO3BHHKHOBEHHS T'HIIOKAJILIIHSMHH, conpommammé%cx*-l&g ecﬁﬂ 'ﬂpbﬁbneHHﬁMn,

MOKA3aHO MPOBe/IeHHe HHPY3UHU KATBIHS [JIIOKOHATA.

BzaumoneiicTBHe ¢ APYTUMHU JIeKAPCTBEHHBIMH cpeacTBAMU

PexomMenayeTcs coGImoaTh OCTOPOIKHOCTD MIPH OTHOBPEMEHHOM MPUMEHSHUH GucdochoHaTOB ¢
AMHUHOIJIMKO3UJAMH,  KaJbLIUTOHUHOM, W  «IETIEBBIMH»  JUYPETHKAMH,  IOCKOJIBKY
OJIHOBpEMEHHOE JCHCTBHE STUX IPENapaToB IPOSBILIETCS YBEJIMUYEHUEM IPOJOJDKUTEIBHOCTH
CHUIKEHHUSI COICPIKAHMS KATBIUA B IJIa3Me KPOBH.

OcTopoKHOCTh HeoOXoJuMa TIpH OJIHOBPEMEHHOM TMPUMEHEHHWH Tpemapara 3ojiepa ¢
npenapaTaMy, MOTSHITHAIBHO 00JIaaloNUMHU HE(PPOTOKCUISCKUM I HCTBUEM.

HeobGxoaumo coOmogaTh OCTOPOIKHOCTH MPH OJTHOBPEMEHHOM IMPUMEHEHUU ¢ MHTHOUTOpaAMHU
AHTUOTEHE3a B CBS3H C MOBBINICHUEM YaCTOTHI CIIYYaeB Pa3BUTHS HEKPO3a UEITHOCTH.

IIpu opHOBpeMeHHOM NPUMEHEHHHM ¢ IpenapaToM 3oJjiepa JpPYTHX YacTO IPUMEHSIEMbIX
JISKAPCTBEHHBIX IIpenapaToB (IIPOTHBOOIIYXOJIEBbIE CPEACTBA, JUYPETHKU [3a HCKIIIOUEHHUEM
«TIETACBBIX» |, AHTUOMOTHKH, AaHATIbTe TUKH ) KAKUX-THOO KITHHUISCKH 3HATHMbIX B3aUMO/ISHCTBUN
HE OTMEUEHO.

IIpy xoMOMHUpPOBAaHHOM MPUMEHEHHMM IIpemapaTa 3ojiepa ¢ TaJIHJOMHJIOM He TpelyeTtcs
KOPPEKIIMU [T03bI 30JIC[POHOBON KHCJIOTHI, 3a HMCKIIOUCHHUEM MPUMEHEHHUS Y MAI[HEHTOB C
HapylieHHeM (QYHKIIHH TOYeK JIeTKOW M yMEpeHHOM cTemeHH TspkecTH. KomOunupopaHHOE
npumeHenue Taaugomuaa (100 mr wim 200 mr 1 pa3 B cyTku) U npenapata 3oJiepa (4 Mr) y
MAIACHTOR ¢ MHOMKSCTBCHHOM MHEJIOMON CYIISCTBEHHO HE BJIHSICT Ha (PapMaKOKHHETHUKY
3osepoHoBoU kucioTsl 1 KK.

Dapmayesmuieckoe 63auMoOeiicmene 1 60npocsl CO6EMECMUMOCMU

PasBenienHnIil pacTBOp mpemapara 3ojiepa HEIb3sl CMEMIMBATh ¢ WH(Y3UOHHBIMH PACTBOPAMH,
COJIepIKANIMMHU HOHBI KaJIBIIHS, HAIpUMEp, pacTBopoM Punrepa.

[Ipu ucmonb30BaHUU JUISI BBEACHHS Mpernapara 3ojiepa CTCKISHHBIX (IAaKOHOB, WH(PY3HOHHBIX
CHCTEM M MEIIKOB pPAa3HBIX THUIIOB, W3TOTOBJICHHBIX U3 TMOJMBHHUIXJIOPH]IA, MOJHATUIICHA U
MOJIMIIPOTIWIICHA (TIpe/iBapUTeIbHO 3anoiaHeHHbIX 0,9 % pacTtBopoM HaTpusa xiopuaa wind 5 %
pacCTBOPOM  JEKCTPO3bI) KAKHUX-THOO MPHU3HAKOB HECOBMECTHMOCTH ¢ TIpemapaToM He
oOHapyKEHO.

Oco0ble ykazaHu s

Ilepen wundyzuelt cieqyer yOeIUThCA B aJeKBATHOW THApaTaluu y mnanueHta. llpu
He0OX0IUMOCTH pekoMeHayeTcs BeeieHue 0,9 % pacTBopa HaTpHs XJIOpH/IA Mepe/l, MapaJUIeIbHO
uiu nocne uHpy3uu npenapata 3ojepa. Creayer uzberaTh THIEPTUApaTallMH H3-3a PUCKA

BO3HHKHOBEHHS OCJIOJKHEHHH CO CTOPOHBI CGpHG‘IHO-COCYI{HCTOﬁ CUCTCMBI.
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