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110 MeJHIIHHCKOMY IIPHMEHEHHIO Ipenapara
3O0JIEHAPOHUK-PYC 4

Perncrpanmonnsiii HoMep:

Toprosoe HazBanue npenapara: 30JeHApoHUK-Pyc 4

Mexaynapoanoe HenaTeHTOBAHHOE HA3BAHHE: 30JICIPOHOBAA KHC/IOTa
JlekapcTBeHHas ¢popMa: mHoGIIA3AT U1 IPATOTOBICHUS pacTBopa Uit HHQYy3ui

Cocras

Cocras: na 1 ¢praxon c iuogunuzamom:

Axmuenoe sewecmso: ‘

3onenpoHoBas KUCIOTa (B BHE 30JIEPOHOBOR KHCIOTH MOHOTHApara) 4,00 (4,26) mr
Bcnomozamenvnuvie 6ewgecmea:

Mannuron 220,0 Mr

Harpus marpar 24,0 Mmr

Onucanne
IIpo3pagnas GecrBeTHas JKHAKOCTb.

®dapmakoTepaneBTHYECKast IPYHNa: KOCTHOH pe3opOuun HHrH6MTOD - 6HChOChOHAT.
Kox ATX: MO5BAOS.

®apMaxo/IoraIecKnue cBoicraa

Dapmaxoounamuxka

3onepoHOBas KHCIOTa OTHOCHTCA K BHICOKO3(deKkTHBHEIM OHcdocdonaram, obnanaronam
n30HpaTebHBIM JEHCTBHEM Ha KOCTHYIO TKaHb. [Ipenapar nmojasnsger pe3opOmuio KOCTHOH TKaHH,
BO3JCHCTBYS Ha OCTEOKJIacTH. V36upatensHoe Bo3zckcTBHEe OHcdocdoHaToB Ha KOCTH
00yCNIOBIEHO HX BHICOKHM CPOJCTBOM K MHHEPAIM30BaHHOH KOCTH, OQHAKO HX TOYHBIA
MOJIEKyJISPHEI MEXaHA3M JeHCTBHA O CHX IO OCTAETCA HEBBIICHEHHBIM. 30/I€JPOHOBas KHCIIOTa
HOJABISeT AaKTHBHOCTH OCTEOKIAcTOB, HE OKasplBas HEXENATCIbHOIO BO3JCHCTBHS HaA
dopmupoBaH#e, MUHCPATH3ALMIO H MEXaHHIECKAE CBOMCTBA KOCTHOH TKaHH.

[ToMAMO HMHTHOHpPYIOIIEro IEHCTBAS Ha pe30opOLMIO KOCTH 30JI€[pOHOBAas KHCIOTa oOnamaer
Pa3MIHEIME OPOTHBOOMYXOJICBHIMH CBOHCTBAMH, KOTOPHIE MOTYT CIIOCOGCTBOBATH JOCTHXCHHIO
obmero 3¢dexTa NpH TepamHH METACTaTHIECKOro IIpolecca B KOCTAX. B joxmMHWYECKHX
HCCIICAOBaHAAX MOKa3aHo, 9TO 30JIC{POHOBAs KHCIOTa:

- In vivo: HErEGEpyeT pe3opOmMIO KOCTHOM TKAaHH OCTEOK/IACTAMH, H3MEHSECT MHKDPOCDERY
KOCTHOTO MO3ra, OpPHBOOHT K CHHJKCHHIO pPOCTa OIyXON€BBIX KJICTOK; IPOSBISCT aHTH-
aHTHOTCHHYIO aKTHBHOCTbD.

IMomasneHue KOCTHOH pe3opOOuH KIMHHYECKH COIPOBOXKAACTCA B TOM YHMCIE BBIPAKCHHBRIM
CHIKeHHEM 0OJIEBhIX OIMYICHHH.

- In vitro: HHrEGHpYyeT HpoymdepanHIo 0CTE00NIACTOB, MPOSBILET NPAMYIO HHTOCTATHICCKYIO H
IPOanoNTOTAIECKYIO aKTHBHOCTS, CHHEPTHYHbIH OUTOCTATHIESCKAHR addext c
IPOTHBOOYXOJIEBEIMH IIpENapaTaMH; aHTH-aJiT €3UBHYIO ¥ aHTH-HHBA3HBHYIO aKTHBHOCT.

V GONLHBIX pakoM NOpEACTaTe/bHOH Kenespl H APYIMMH CONHIOHEIMH ONYXOISMH C
METacTaTHYeCKAM HOpaXEHHEM KOCTeH 30IC/I[pOHOBad KHCIOTA MNPEAOTBpPAMACT pa3sBATHE
[ATOJNIOTHIECKHUX MEPEIOMOB, KOMIPECCHH CIIMHHOTO MO3ra, CHEXAeT HOTpeOHOCT B POBECHHN
JMydepoii TEPAlMH H ONECPATHBHHIX BMEINATENCTB, YMEHBIIAET ONYXONEBYIO IHIICPKATBITACMHIO.

b
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IIpemapar crmocofeH cepuBaTh IporpeccupoBanue GosneBoro cuuppoma. JlegeOmbit addext
MeEHee BHIPKEH y NMAIHEHTOB C 0CTE00IaCTHIECKMMH 0YaraMH, 9€M C OCTCOTHTHIECKHMH.
V GONBHBIX C OIMYXOJIEBOM rHIEpKaTbIAEMHEH NCHCTBHE 30JI€IPOHOBOM KHCIOThI XapaKTepH3YeTCA

'CHIDKCHHEM KOHIICHTpAINM KalbilUsl B CHIBOPOTKE KPOBH M BhIBEIICHMS Kanbius noukamu. Cpeqaee

BpeMs [0 HOpMATM3allMd KOHIEHTPAlMH KAIbLHUA COCTaBlIseT okono 4 mweid. K 10-my mmio
KOHIIGHTpallus Kanbius Hopmamusyercs y 87-88 % OGompmeix. Cpenmee BpeMst N0 peHuauBa

" (CKOppPEKTHPOBAHHEIH TI0 ATE6YMHHY KOHLEHTpAIHs KAIbIHsI CHIBOPOTKH HE MeHee 2,9 MMOIIB/IT)

cocrapiieT 30-40 mueil. 3HauMMBIX pasmadii MeXTy 3GGdEKTHBHOCTHIO 30JI€JPOHOBOM KUCIOTH B
n03ax 4 1 8 Mr NpH JIeYEHUH THIIEPKAIBIUEMHIHE HE HabmonaeTcs.

DapmaxkokunemuKa

®dapMaKOKHHETHYECKHE TapaMeTPhl HE 3aBUCAT OT JO3BI Ipenapara.

Iocne Hayana MHQPY3AM KOHIEHTPAIMsS B CHIBOPOTKE KPOBHM OBICTPO YBENHYHBACTCH, NOCTHTasd
MakcuManbHOM KorueHTpamuH (Cma) B KOHIE HH(]Y3HH, nainee cieayeT ObICTpOe YMEHBINCHHE
KoHOeHTpas Ha 10% mocne 4 9 u Ha MeHee 9eM 1% 0T Cmax 4epe3 24 9 ¢ JanbHCHNIHM
JUIATEbHBIM TIEPHOJIOM HH3KHMX KOHIEHTpanwmid, He npesbmmarommx 0,1% oT Cmax, 20 IOBTOPHOH
aHdy3uH Ha 28 ieHb. ,

Cas13b ¢ Oenxamu miasMel — 56%. He monsepraercsa MeraGomisMy. OTMEYaeTCss HAE3KOE CPOJICTBO
30J1€POHOBOM KUCIOTHI K GOPMEHHEIM 3JIEMEHTaM KPOBH.

BeIBo@TCS TOYKaMHM B HeM3MEHEHHOM BHae B 3 dtama: 1 m 2 ¢asel — ObICTpoe BHIBEACHHE
npenapara M3 CHCTEMHOrO KPOBOTOKA, ¢ NICPHOJOM IONYBEIBEICHUA (Typ) — 024 v 1,87 u
COOTBETCTBEHHO, ¥ 3 (aza — mmrenbHas, ¢ Tiz — 146 4. He oTMeueHO KyMyIIMH nipenapara IpH
OBTOPHBIX BBEJICHUAX Kaxpie 28 jeil. B TeuenHe mepBeX 24 9 B Moye oGHapyxuBaeTCa 23—
55%. OcTaJbHOE KOMYECTBO Ipenapara CBA3BIBACTCA ¢ KOCTHOH TKAaHBIO, TOCTIC 9€ro NPOMCXOIHUT
MeIIeHHOe 0OpaTHOEe €ro BHICBOOOXNIECHHE B CHCTEMHEIH KPOBOTOK H BHIBEICHHME MOYKaMu; C
KaJIOM BBIBOTHTCS MeHee 3%. OOmmmi miasMeHHBN! KimapeHe — 2,54-7,54 1/9. OH He 3aBHCHT OT
JI03BI TIpeTapara, oj1a, BO3pacTa, PacoBOH NPHHAICKHOCTH H MAacChl TEJIa HAllHEHTA. Veennuenue
JUTHTENFHOCTH MHQY3HH ¢ 5 10 15 MHH NPHBOAAT K YMCHBIICHHIO KOHICHTPAINH 30JI€JPOHOBOM
KHCIOTH Ha 30% B KOHIE HMH(Y3HH, HO HE BIHSET Ha IUIOMANb IOJ KPHBOH «KOHNCHTpAIHA-
spema» (AUC).

IMogeunsii KIHPEHC MOJOXHTEIBHO KOPPEIHpYeT ¢ KIHMPEHCOM KpeaTHHHHA (KK) u cocrasiser
42-108% ot KK, cocrasmomero B cpemem 55-113%. V mammentos ¢ Tsokenod (KK < 20
MJI/MEH) ¥ yMepeHHO#H modeqnoi HeoctaroarocThio (KK 20-50 Mi/MuH) KITHpeHC 30/1€POHOBOH
KHCJIOTEI cocTasiiieT 37 # 72% COOTBETCTBEHHO OT 3HA4YECHHH KIIMpEHCA MpenapaTa y HallHeHTOB C

KK > 84 mun/MuH.

Hoxazannsa K NpAMEHCHAIO

e I'mmepkanbuueMBs (KOHIICHTpAHsS CKOPPCKTHPOBAHHOIO IO ans0yMAHY CBHIBOPOTOYHOIO
Kansmas > 12 Mr/mn aim 3 MMOJIB/1T), HHAYIMPOBAHHAS 3JI0KaYCCTBEHHBIMH OIIyXOJISIMH.

e MeracTaTHYeCcKOE TNOpaXCHHE KOCTCH IPH 3J0KAaYCCTBCHHBIX CONHMIHHIX ONyXONX H
MHEJIOMHas Oone3np (Ui CHEDKEHHS PHCKa NAaTOJIOTHYECKHX IIEPEIOMOB, KOMIIDECCHH
CIIEHHOTO MO3Ta, THIEPKATHITAEMHH, 00yCIOBIEHHOM ONMyXOJbIO, M CHEDKCHHA IOTPEOHOCTH
B IIPOBE/ICHUH JIyIcBOH TepaInn).

IMpoTEBONOKA3AHHS

e TloBHINEHHAs YyBCTBHTENLHOCTh K 30JIEAPOHOBOM KHCIOTE, ApyruM GucdocdonaraM M
MOORIM ApyrHM KOMIIOHEHTaM, BXOJIEM B COCTaB IIpenapara,

HCXOJTHOE TSDKeJIoe Hapymenue (yHKIuH nouex (KIHpeHc kpearununa <30 MJI/MHH);
6epeMEHHOCTS H IIEPHOJ KOPMIICHHS IPY/IbIO;
JeTCKHl H TNOJAPOCTKOBEIA Bospact (GeszomacHOCTE M I(QEKTHBHOCT: NPHMCHEHHA HE

H3YJAIHCh).
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C ocropoxHocTbio: [Ipy pemennn Bompoca 0 HIPEMEHEHHH 30JI€APOHOBOH KHCIOTHI Yy OONBHEIX C
THIEpKaTbIeMuel, 00yCIOBIEHHOH 3JI0Ka4eCTBEHHOM OMyXOJbio, Ha (oHE HapymeHHs QYHKIHA
OYeK, HEOOXOIMMO OLEHHTH COCTOSHHE GONBHOIO M CAENaTh BHIBOZL O TOM, Npeodnanaer jm
TOTeHIHAIbHAS TI0JIb3a OT BBEJICHHS IIpernapaTa Hall BO3MOXHBIM pUCKOM. OCTOPOXHOCTD CIAEAYET
coOmomaTh NPH Ha3HAYCHWH 30JICIPOHOBOM KHUCIOTHI MAanMeHTaM ¢ OpOHXHAIBHOH acTMOM,
BBI3BAHHOH ANECTHICAIHIIWIOBOM KHCIOTOM (IpH NpUMeHeHMH Jpyrux OmucocdoHaToB
OTMEYAINCH ClIydan OpoHXocnasMa). ) '

- Cnoco6 npHMeHEeHHS H 103bI

3onenpoHUK-Pyc 4 IPUMEHSIOT BHYTPABEHHO KallelIbHO, B TEYEHHE HE MeHee 15 MuH.
T'unepkanvyuemun npu 310KauecmeeHHbIX HOB00OPA306AHUAX

IIpn KOHIEHTPAMH CKOPPEKTHPOBAHHOTO IO ATHOYMHHY CHIBOPOTOYHOrO Kaibims > 12 mr/an
WM 3 MMOJIB/T MakCHUMalTbHas peKOMeHAyeMas Jo3a cocraBiser 4 mr. Ilepen uadysuer 3onen-
IpoHHK-Pyc 4 HE06X0AMMO IPOBEPUTHL KOHLIEHTPAIIMIO KPEAaTHHHHA B CHIBOPOTKE KPOBH.
TToBTOpHOE BBEJECHHE NpeNapara B 103¢ 4 MI IOKa3aHO B CIy4ae YXYJIICHHs COCTOSHHS IOCIe
oT9eTauBoro 3¢ dekra (T.€. TOCTIKEHHS KOHIEHTPAIHH Ca® B ceIBOpoTKE KpOBH 2,7 MMOJB/M H
HHJKE) HIIH B CiTydae pepaKTepHOCTH K epBoMy Bee/ieHHIO. IToBTopHO 301€HAPOHHK-PycC 4
BBOIOMTCA B Ho3e 8 Mr B Tedenue 15 muH. [Ipm HEOOXOAMMOCTH NOBTOPHOIO BBE/ICHHS CIEHYET
OIIpeENIATh KOHIEHTPALMIO KpeaTHHAHA CHIBOPOTKH KPOBH Ilepell Kaxmoi mHysued. MuTepsan
Tepesl MOBTOPHBIM BBEJCHHEM [OIDKEH COCTAaBIATh He MeHee 7 CYTOK, 9TO HEOOXOHMMO Mist
pearM3alyy IOJHOT0 KIHHHIECKOro 3(¢eKra HadalbHOR JO3bL

Ilpu napywenuu pynxkyuu nosex
V nmanueHTOB co cnaboii MM yMEpeHHO#H MOYedHOH HE0CTATOYHOCTHIO (KPEaTHHHH CHIBOPOTKH

KpoBH <400 MxMobs/1 WiH 4,5 Mr/n) KOPPEKIHH 103kl He TpebyeTc.

MHodcecmeeHnan MUeIoMa U MemacmamuyecKoe nopajyicenue Kocmeil npu COAUOHbBIX
onyxonax

Jlo3a npenaparta 30/eHAPOHHK-Pyc 4 3aBHCHT OT HCXOJHOTO KJIMPEHCA KPEaTHHHHA, PACCIMTAHOTO
no popmyne Kokpodra-I'onra. PexoMeHTyeMble 1035l y MAHEHTOB C JISTKUMH HIH YMCPEHHBIMA
HapylIeHHSME (YHKIME [OYek (3HAUEHWs KIupeHca kpeaTwHuHa 30-60 MI/MHMH) HPHBEICHEI

HHAXCE.

Hcxomusiii kapeHc kpeatnauna | PexoMenyemast 103a npenapara
(mi/MEH) 3onenaponnk-Pyc 4

>60 4,0 Mr

50-60 3,5mr

4049 3,3 mr

30-39 3,0 Mr

Tocne Havana TepanHe KOHIECHTPAHIO KPeaTHHHHA B CHIBOPOTKE KPOBH CIEYET H3MEPATE NEpeX
BBeJIcHHEM KaXIo# 0351 npenapar 3onenaponuk-Pyc 4. Ecia GpyHkuus noYex yxyamaercs,
ouepeHOE BBEICHAE NPENapara CIICAYeT OTIOXHATh. YXy[eHHe QYHKIHHA NOYeK ONpeesieTcs
CIIEIYIOIHAM 00pasoM:
e JUIS TAIAEHTOB ¢ HOPMATHHOM HCXOMHOH KOHIECHTPAIMCH KPCaTHHAHA B CHIBOPOTKE KPOBH =14
MT/I): .

- HOBHIIICHAE KOHICHTPAEA KpeaTnanHa Ha >0,5 M/t
e 115 TIAIHEHTOB ¢ M3MCHEHHOH HCXONHO!N KOHIIEHTpalHell KpeaTHANHA B CHIBOPOTKE KpoBH (>1,4
Mr/m):

- HOBHIIICHAE KOHIICHTPAIHH KpeaTraunaa ga >1,0 Mr/u
Tepamuato mpenaparoM 301€HAPOHHK-Pyc 4 BO300HOBIAIOT B TOH XK€ 03¢, 9TO H IO NPEpLBaHAA
JiedeHns, TOT/d, KOTa KOHIEHTpaisd KPeaTHHAHA BEPHETCA K HCXONHOMY 3HaUEHHIO WA OyAeT
OTKIOHATECH OT Hero He Gonee ueM Ha 10 %. '
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[NanuenTaM ciemyeT NONONHHTENBHO K TEPAlHH 30JEAPOHOBON KHCIOTOW HA3HAYMTDH KallbIpHid
BHYTPS B J103¢ 500 Mr B cyTku 1 BuTaMuH D BHYTpB B f03€ 400 ME B cyTKH.

HucTpyKIas 0 NPUIOTOBJIEHHIO pacTBopa 1ia HHpy3ni

W3 ymoduimsara 4 Mr (conepxuMoe 1 ¢iakoHa) rOTOBAT B aCENTHYECKHX YCTIOBHSAX PacTBOP JUIs
uadysuii. Ilepen BBemeHmeM mnpenapara pasBomsar aumoduimmsar (comepxumoe 1 (rakosa HIH
MeHbIIUH 00beM, ecrm Tpebyercs) 100 M 0.9% pacTBopa HarpHs Xyopuaa HIH 5 % pacTBopa
JEKCTPO3bL.

IIpHroTOBICHHBIH PacTBOp JKENATENbHO HCIONB30BAaTh HEMOCPEACTBEHHO IIOCTE MPUTOTOBJICHHS.
Hencnonn3oBaHHEIN pacTBOp MOXHO XPaHHTh B XOJONHILHHKE npu Temmeparype +2-8° C me
Gonee, 9eM 24 gaca. Ilepen BBeieHHEM pacTBOP CIEAYET BBIAEPXATh B IOMEIIEHHH 10 JOCTHXEHHS
WM KOMHATHOH TeMIepaTyphL.

Ob6mee BpeMs MeEXAy pa3BeleHHEM KOHICHTpAaTa, XpaHEHHEM IPHTOTOBIEHHOTO pacTBOpa B
XONoAMIbHAKE Npu Temieparype +2-8 °C M okoHYaHWEM BBEJICHHS Ipenapara He IOJDKHO
npeBHIaTh 24 gaca.

Pacteop mnpemapara 3oneHapoHuk-Pyc 4 He ciegyer CMemmMBarb C JIHOOBIMH JPYTHMH
NeKapCTBEHHBIMH IIpenapaTaMyl HJIA ¢ PacTBOPAaMH, COJCPAIMUMH KTbLHN WIH JHOOBE Apyrde
JByXBaJICHTHbIC KaTHOHBI, TAKMMH KaK pacTBop PuHrepa nmakrtatr. Beceraa crenyer mcmois30Barh
OTACIBHYIO CACTEMY Iy HHpY3HH.

Io6o4unoe xeiicTBHE

HexenarensHble peakinyu, CBS3aHHbIE C NpPHMEHEHHEM 30JIEAPOHOBOM KHCIOTEL, OOBIYHO
cnabopbIpakeHHbIe. KpATepH# 9acTOTH MOGOYHBIX peaknuit: o9eHs 9acto (=1/10), wacro (>1/100,
<1/10), mrorma (>1/1000, <1/100), peaxo (=1/10 000, <1/1000), ouens peaxo(<1/10 000, Bxmogas
OTZENIbHBIE CIIyJan).

Co cmoponsl 0p2aH06 KpO6emEOpEeHuA: YacTO — AaHEMHA, HMHOTJa — TPOMOOIHTOICHHS,
JIEHKOIIEHHS; PEIKO - IAHITUTONCHHS.

Co cmopons! HepeéHOU cucmembl: YacTO — TOJOBHas O00nb; HHOIZA — TFOJIOBOKPYXEHHE,
HapecTe3dH, HapyIIeHHS BKyca, THIIECTE3HA, TMIEPECTE3Hs, TPEMOP, TPEBOTa, HapyNICHHE CHa;
PEIKO — CIyTaHHOCTDh CO3HAHMSA.

Co cmoponst opzana 3peRuA: 9acTo — KOHBIOHKTHBHT; HHOTIa — HEYETKOCTh 3pEHHS, 0YEHB PEIKO
- YBEHT, 3MACKIICPHAT.

Co cmopoHbl nuwjeéapumenvHoii cucmemsl: IacTO — TOHIHOTA, PBOTA, AHOPEKCHs; HHOrJAAa —
Japes, 3amop, abgoMaHanbHas 601k, JUCHEICH], CTOMATHT, CYXOCTh BO PTY.

Co cmoponbl dsixamebHOl CUCMEMbL: HHOTAA — OJILIIIKA, Kalllelb.

Co cmoponsl Kodcu u KOMCHbIX NPpUOamioe: AHOTNA — 3yJI, Chillb (BK/IOYAasd IPHTEMATO3HYIO H
MaKyJI€3HYIO ), IOBBIICHHAs IOTIHBOCTD.

Co cmoponst KoCmHO-MblutedHol cucmemsl: 4acTo — 00N B KOCTAX, MHAITHS, apTpairus,
TeHepaIM30BaHHBIC GOJH; HHOI/Ja — MBEIIEYHEIE CYA0POTH.

Co cmoponsl cepoeHO-cOCYOUCmoil CUCmeMbl: WHOTA — BBIPDAXKCHHOE MOBBIIICHHE
apTepHANLHOrO JHABJICHHS; PE/IKO — OpauKapaus.

Co cmopoHsl Mo4esbI0eUmensHol cucmemsl: 9acTo — HapymieHHs QyHKIMH OYEK; HHOIIA —
OCTpas o9eYHasi HeIOCTATOYHOCTh, FEMAaTypHs, IIPOTEHHYPHS.

Co cmoponsl UMMYHHOU cucmembl: HWHOTNA — @AUIEPIHYECKHAE pPEaKIMd; peIKo —
AHTHOHEBPOTHYCCKHH OTEK.

Ipouue: uvacto — IHXOpajKa, IPHONONOAOOHOE COCTOSHHE (BKIKOYad O3HOO, HEAOMOTAHHE,
NOBHIDICHAE TEMIIEPATYPH Tejia); WHOTAA — acTeHHWs, NepHdepHIecKdil oTek, Gonb B IpyaHOH
KIIETKE, YBEIAYCHAE MAcCH Teja.

Mecmusie peaxyuu: 6onb, pasipakeHHe, OTEYHOCTh, OOpa3oBaHHe HHQHIBTpaTa B MeECTE
BBEJCHAS Ipenapara.

Co cmoponsl 11abopamopnsix noxasameneii: odeHb 4acto — runodocharemus; gacro —
[OBHINEHAE KOHICHTPAllMH KpEaTHHHHA H MOYCBHHBHI B KDOBH, T'MIOKANLIHEMHS; HHOTAAR —
rHIOMarHHEMHES, PEAKO — FHIICPKAIHEMHS, THIIOKATHEMHS; THICPHATPHCMHS.
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Ha cpone mepanuu 301e0pono6oii Kuciomoii 6 KIUHUYECKOU NpAaKmMuKe OmMMeyanuchy ciedyioujue
HeJicenamenvhble AGNEHUA 6HE 3A6UCUMOCMU OM HANUYUSL NPUHUHHO-CIEOCMEEHHOU CE53U C
npumenenuem npenapama.

IIpH JleYeHMH NAIMEHTOB GHCPOCPOHATAMH, B TOM GHCIHE 30JIEAPOHOBOM KHCIOTOH, HHOTAA
OTMEYAIINCh CIydad Pa3BHTHA OCTEOHEKPO3a 4emocTH (OOBMMHO MOCIe 3KCTpakiuH 3yba Wi

 APYTOro CTroMaToJIOrH4eCKoro BMeIIIaTCJILCTBa)

B o4eHp peaxux ciydasx Ha GoHE NPHMEHEHHS 30ICAPOHOBOH KHCIOTH HabMIOAAIOCH CHIDKECHHE
apTepHAIBLHOTO AABICHUS, IPHBOSIIEE K OOMOPOKY HIIM IUPKYAATOPHOMY KOJLIANCY, B OCHOBHOM
y HanueHTOB ¢ ()aKkTOpaMH PUCKa, pa3BHTHE COHJIMBOCTH, OPOHXOKOHCTPHKIMH ¥ (GHOpHILIAIAA

npeacepaui.

Ilepeno3upoBka

Cumnmombi: IlpE OCTpoif IHEpeNO3HPOBKE 30JEAPOHOBOM KHCIOTH (OrpaHHYEHHBIC JaHHEIC)
OTMEYaIACh HapyIneHus (YHKIWHM I0YEK, BKIIOYas MOYCYHYIO HEAOCTAaTOYHOCTh, HM3MCHECHHS
3JIEKTPOJIATHOTO COCTaBa, BKIIOYas KOHIIEHTPAIMIO Kanbus, Gocdaros 1 MarauA B I1a3smMe KPOBH.
Jleuenue: TlanpenT, MOMyIMBIINHA /103y HpelapaTa, NPEBBINAIONIYI0 PEKOMEHIOBAHHYIO, JIOJDKCH
HAaXOMHThCA MOJ MNOCTOSHHBLIM HaOmoOAeHHEM. B ciydae BO3HMKHOBEHHS TI'HIIOKAIBIHEMHAH,
CONPOBOXAIOIIEHCS KIMHAYSCKMMH NPOSBICHASMH, IOKa3aHO NpPOBENCHHE HH(Y3HH Kalbius
TIIIOKOHATA.

B3anmojeiicTBHE ¢ APYTHMH JIeKaPCTBEHHBLIMH CPEICTBAMH
IIpn OAHOBPEMEHHOM MPHMEHEHHH C 30JICPOHOBOH KHCIOTOH APYIHX 9acTO NPHMEHSEMBIX
JIEKapCTBEHHBIX CPe/ICTB (IPOTHBOOIYXONEBbIE CPEJICTBA, THYPETHKH, AHTHOMOTHKH, aHAILTETHKH)
KaKHX-JTH0O KIMHAYECKH 3HAYAMBIX B3aUMOACHCTBHHA HE OTMEYCHO.

ITo faHHBIM, HOTY9YEHHBIM B HCCIIEJIOBAHHUAX in Vitro, 301€JPOHOBAs KHCIIOTA C1a00 CBABKIBACTCH C
GeNKaMH IUTa3MBI H He MHTHOHpYeT H30¢epMEHTH CHCTEMBI UTOXpoMa Pyso.

PexoMeryeTcs co6moaars OCTOPOXKHOCT PH OJJTHOBPEMEHHOM IpUMeHeHHH OucdochoHaToB H
AMHHOTIIMKO3HIOB, MOCKOJIBKY OJHOBPEMEHHOE Ha3HAaUeHHWE JTHX INpEnaparoB O0yClaBIMBaeT
Goee MPOAOJDKATENHFHOE CHIDKEHHE KOHIICHTPALMH KBS B IUIa3Me KPOBH.

OcTopoXHOCTh HEOOXOMMMa NpPH OJHOBDEMEHHOM NPEMCHEHHH 30JICJPOHOBOM KHCIOTHI C
IpenapaTaMi, OTeHIHANBHO 001aaloNMMHA He(POTOKCHIECKAM JNCHCTBHEM.

V NaEeHRTOB ¢ MHOMKECTBEHHOM MHENOMOM BO3MOXXHO TOBBINICHAC PACKA Pa3sBHTHA HapyIICHHIA
(YHKOEH NOo9eK IPH BHYTPHBCHHOM BBelicHHH 6ucdocdonaTos, Takux Kak 30J1€JpOHOBAA KHCIIOTA,
B KOMOHHAIWH € TAJIHJAOMHIOM.

Dapmayeemuyeckoe 83aumooetcmeue

PasBe/icHHEI pacTBOP 301€IPOHOBON KACIOTH HENb3S CMEIIHBATEH C HHGY3HOHHBEIMU PacTBOPaMH,

COZiepKANTAMA HOHBI KaIbIAA (HalpEMep, pacTBOpoM PrHrepa).

OcoOble ykasanns
Ilepen mmdy3Hell 301€IPOHOBOM KHCIOTH ClelyeT yOC[MThCs B aJCKBaTHOH TIHM/paTalAd

namgenTa. [Ipu Beo6xomumocTH pekomenayercs Beeaenue 0,9 % pactBopa HaTpHs XJIOpHAA 1O,
IapajIebHO WM Hocne HE(Y3HH 3071epoHOBOH KHcnOTHL. CreflyeT u30erarh rHICpraipaTalid
NanUeHTa H3-32 PHCKA BOSHAKHOBEHHA OC/IOXKHEHHH CO CTOPOHRI CEPACYHO-COCY THCTOH CHCTEMBI.

ITocne BBENEHAS 30JICAPOHOBOH KHCIOTH HEOOXOIHM HOCTOSHHEIH KOHTPOIEL KOHICHTPAIHH
KanbiEa, Gocdopa, MarHus B KPEaTHHHHA B CRHIBOPOTKE KpOBH. IIpH pasBATHH rMIOKANBIMEMHH,
ranogocdaTeMad WM THIOMArHHCMAR MOXET BOHHKHYTH HEOOXOAHMMOCT B KPaTKOBPEMEHHOM
JIOTONHETENEHOM BBEJCHAH COOTBEICTBYIOMHEX BEMECTB. Y MANHEHTOB C HEICYCHHOH
rHIepKanbijaeMueli, KaK IPaBHIO, HMEETCS HapymeHHe (QYHKOHH HOYEK, HO3TOMY HEOOXOHM

TIATEBHEI MOHATOPHHAT (yHKIMHA IOYEK Y JAHHOH KaTeropHH 6ONIbHEIX.
TIpu pemendd BOIPOCa O JICUCHHH 30JIEAPOHOBOH KHCIOTOH NAHEHTOB ¢ KOCTHRIMM METaCTa3aMH

cliefyeT NPHHHMATH BO BHHMAaHME, YTO TepaneBTHuccKHil 3ddexT HacTymaeT depes 2-3 mecana
nocJie Hadalia JIEYeHAN 30ICAPOHOBOH KHCIOTOMH.
5
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HmeroTcs oTnenbHbie COOOIMEHHS O HapymeHHH QYHKIHM II0Y9eK Ha ¢(oHe npuMeHEHHS
6ucdpochponaroB. K ¢akropaM pHcka BO3HHKHOBCHHS HOHNOOHBIX OCJIOXKHEHHH OTHOCHTCS
JeTHIpaTalisd, MpPEAIeCTBYIOMAs IIOYeYHass HeJOCTaTOYHOCTh, MHOTOKPAaTHOE BBEACHHE

'30JICI[POHOBOH KHCJIOTHI WM JApYTHX OuctochoHaToB, a Takke NPUMEHEHHE HEQPOTOKCHYHBIX

JIEKapCTBEHHBIX CPE/CTB, H CIMINKOM OBICTpoe BBeAeHHe Hpemnaparta. HecMoTps Ha TO, 9TO PHCK
BBIIICONMCAHHBIX OCJIOKHEHUH CHIDKAETCA IPH YCJIOBAHM BBEICHHS 30JICPOHOBOM KHUCIOTHI B 03¢
4 Mr B Tedenwe He MeHee 15 MHH, BO3MOXXHOCTh HapyHieHHS (PYHKIHH NOYEK COXPAHSCTCA.
O1Meuanuch cirydad yXyameHus QyHKIHH 09€eK, TPOrpecCHPOBAHAS TOYETHOH HENOCTATOIHOCTH
H BO3HMKHOBEHHS HEOOXOIMIMOCTH B IPOBEACHHH I'€MOAWAIH3a IPH NEPBOM HJIA OZHOKPATHOM
OPAMEHEHAH 30JI€{POHOBOH KHCIOTHL

IToBbImeHne CHIBOPOTOYHBIX KOHIICHTpalMii KpeaTHHHHA Takxke HaOmopaercs y HEKOTOPHIX
HAUEeHTOB IIPH JUTATEIFHOM TPHMEHEHHH 30JIEJPOHOBOM KHCJIOTH B PEKOMEHAYEMBIX 103aX, XOTH
MEHee 9acTo.

ITockoNbKy HMMEIOTCS OrpaHHYCHHEBIC KIMHAYECKHe NaHHBIE 10 NPUMEHEHHIO Mpenapara y
NalMEHTOB C TSKENOH IEYCHOYHOH HEJOCTaTOYHOCTBIO, HE IPEICTAaBISCTCS BO3MOXHBIM JaTh
cnenudrIecKne peKOMEHAAINH IS JAHHOM KaTerOpyuH NalleHTOB.

Ilpu pemennn Bompoca 0 NPUMEHEHHH 30J€APOHOBOH KHCIOTH Y OONBHEIX ¢ THNCPKATbIHEMHCH,
00YCIIOBJIEHHOM 3]I0KA9€CTBEHHOM OIyXOJIblo, Ha oHE HapymeHHs (YHKIHHA IOYeK, HEOOXO0MHUMO
OILIEHHUTH COCTOSHHE OONBHOrO M CAENIATh BRIBOJ O TOM, NpeobiafaeTt ¥ MoTeHNHaIbHas Hob3a OT
BBEJICHHS IpenapaTa HaJl BOSMOXHBIM PHCKOM.

Ilepen KaXApM BBEJCHHEM 30JCIPOHOBOM KHCIOTH CHENYeT ONPEACIATh KOHIEHTPAIHIO
KpeaTHHHHA B CHIBOPOTKe. B Hauane nedueHHs mpenapaToM GONBHBIX C KOCTHERIMH METacTa3aMH,
AMEIOMMX HapymeHHsd (YHKIAM 1odYeK cnabod H cpelHed CTENEHH BHIPOKCHHOCTH,
PEKOMEHJIYETCS HNPHMEHATH 30JCAPOHOBYIO KHCIOTY B HNOHIDKECHHBIX 103aX. Y MallHEHTOB, y
KOTOPHIX HapymeHHe (YHKIMH MOYEK MOSBHIOCH BO BpeMs TEpallMH 30JICAPOHOBOM KHCIIOTOH,
MOKHO IPOJOJDKATh TEPAallHIO MPENapaToM TOIBKO IOCIE TOro, Kak KOHIECHTpauus KpeaTHHHHA
CHIBOPOTKH BEPHETCS K 3HaUYEHHSM, KOTOpBIE Haxoaarcs B mpeenax 10% ot HeXonHOH BETHIMHEL
OnmcaHH CiyYad OCTEOHEKPO3a YENIOCTH Yy OHKOJOTHYECKHX OONBbHBEIX Ha ¢oHEe IJ€YeHHS
oucdocdonaramm, B TOM UHCIIE 30JICAPOHOBOH KHCIOTOH. Y MHOIHX NAIHEHTOB HMEIH MECTO
IPH3HAKHA MECTHOTO HH(EKIIHOHHO-BOCTIAMTENILHOTO IPONECCa, BKIIIOYasi OCTCOMHEITHT.

B ximAMYecKod IpakTHKe Hambolee 4acTO Pa3sBHTHE OCTEOHEKPO3a YEIIOCTH OTMEYAIOCh Y
GONBLHEIX PacupPOCTPAHCHHBIM PAKOM MOJIOYHOM JKeJle3bl H MHEIOMHOH G0JIe3HBIO, @ TaKKe NpH
HAJIMYHH CTOMATOJNIOTHYECKHX 3abosieBanuid (ocie ynaneHus 3yba, mpH 3a6o0jeBaHUAX NapOJOHTa,
HEyHOBIETBOPHTENBHOM (pHKcammH 3yOHBIX MpoTe30B). M3BeCTHBIME (haKTOpaMH PHCKA Pa3BHTHA
OCTEOHEKPO3a YEJIOCTH SBISETCA OHKOJOIHYECKOe 3abojieBanWe, COMYTCTBYIONIEE JICYCHHE
(xuMHOTepanus, JydeBas Tepanmds, JCYEHHE IIOKOKOPTHKOCTEPOMJAMH), COIYTCTBYIOIIHE
3a0oreBanns (aHeMHs, Koarynonartus, HAEeKIus, mpeaecTByomee 3a601eBaHKe HOOCTH PTa).
Tlepen Ha3HadeHmeM OnchocpoHaroB mnamueHTaM CleAyeT NPOBECTH CTOMATONIOrHYECKOE
oOcleoBaHAE W BHIIOJHHTH HEOOXOAMMEIE NPOQHIAKTHYCCKHE MPONEAYPH, a TaKxke
PEKOMEHJIOBATh CTPOroe COOIIOACHAE THTHEHE! NIOJNOCTH pra. Bo BpeMs JieueHHA STHX HAIHECHTOB
CJEYeT O BO3MOXHOCTH H30eraTh CTOMaTONOrHIeCKHX onepannii. HeT naHHEIX, 9T0 NpephBaHHE
nedenns 6ucdocdoHaTaMH 0 CTOMATONOTHYECKHX BMEMIATENLCTB CHIDKAET PHCK PasBHTHA
OCTEOHEKpO3a YeMOCTH. IlTaH JeYeHHs KOHKDETHOTO MalMeHTa JO/DKCH OCHOBBIBATECA HA
AH/IMBHAYAILHON OIIEHKE COOTHOIIEHHAS PHCK/TONb3a.

B K/IHHAYECKOH NPAaKTHKE COOOMANOCh O HEYACTHIX CIIy4asX pasBHTHsS CHIIBHOH H B HEKOTOPBIX
CllygadX HHBANMTM3APYIOiel GOMH B KOCTAX, CyCTaBaX H MBIINAaxX Ha (OHE OPHMCHCHHS
6uchochoHaTOB, K KOTOPHIM OTHOCHTCS H 30JICAPOHOBas KHCIOTA. YKa3aHHHIC CHMITOMB
pa3sBHBAIKCH B TEYCHHE NEPHOJIA OT OJHOIO HHS JO HECKOIBKHX MECAIEB NOC/IC HAYANA JICICHHS.
Iocne mpeKpamenys eYeHns y GONBMAHCTBA MAIHEHTOB CHMITOMBI IPOXOAIH. Y HECKONBKHX
[aHEHTOB CHMIITOMB NOBTOPSUIMCh HPH BO3OOHOBIICHMH TEpallMM HIH Ha3Ha4YeHHA ApYroro
6ucpochonara.

SddexTEBROCTS H 6€30IACHOCT HPHMEHEHHS 30NCAPOHOBOH KHCJIOTH B IEC[HATPHICCKOH
IpaKkTAKE A0 HACTOSINEIO BPEMCHH HE YCTAHOBJICHEL

67



»

D)

JICP-008823/10-270810

Bnusnue na cnocobrocms k 60xcdenuto mpancnopmusix cpedcme u pabomy ¢ Mautunamu u
Mexanuimamu

Jannpie o BIUSAHHHA 30€APOHOBOM KHCIOTH Ha CHOCOGHOCTD K BOXIEHHIO TPaHCHOPTHBIX CPELCTB
OTCYTCTBYIOT. OHAKo ClefyeT NOMHHTb O BO3MOXHOM BO3HHKHOBEHHMH TOJIOBOKPYKCHHS H
CIYTaHHOCTH CO3HAHMA IIPH T€palHy 30JIEAPOHOBOM KHCIIOTOIM.

®opma BhITyCKA

JImopuwimsar uid IPUrOTOBJICHHS pacTBopa id uHG(Y3Hi 4 Mr/5 ma (0,8 Mr/Mn) Bo ¢akoHax
GecrBeTHOro HEHTPAILHOTO CTEeKIIa THIIA I, ykynopeHHEIX 6poMGYTHIIOBO#H MPOGKOH Ceporo mBeTa
M 3aKpBITHIX AMIOMHHHUEBBIM KOJIIAYKOM C OTPHIBAEMOM IIOJHMIIPONMICHOBOH KpBIIKOH CHHETO
IBETa.

ITo 1 pnakoHy BMecTe ¢ HHCTPYKIHEH 10 IPUMEHEHHIO B KAPTOHHOH MauKe.

YciaoBas XpaHeHAS
XpaHHTH B CyXOM, 3alUIICHHOM OT CBETa MECTe, IIPH TeMIiepatype ot 15 mo 30 oc,

XpaHUTH B HEAOCTYIIHOM JUIA JeTeil MecTe

Cpoxk rogaocTn
3 rona.
Ilpenapar Be cnexyer HCHOJIB30BATh IOCHIE HCTEYCHAS CPOKA FOJHOCTH, YKa3aHHOTO Ha YIIaKOBKE.

YcioBag OTOYCKa B3 alTEK
Ilo penenty.

IlpomsBonuTeIhL
«Pyc — Men Oxcooprc Ipaiisut JInmureny
4, Illusayr, ITnot 4, Cextop 1, Cannana, Hasu Mym6an 400705, Maxapamrrpa, Uanus

Opranu3zanng, IPHEAMAIONIIAg HPETCHIHA

000 «Manac Mea», Poccrs, 121471, r. Mocksa, yn. PsbunoBas, 1. 43, crp.1.
TelL: (495) 4463747

IlpencraBurens GUpMBI

POC3IAPAEHALR3OPA
_ SKCNEPTHLIA OTYET
LEMCTBUTEREH ANSI BAHHOW
BEPCUM [IOKYMEHTA
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